
EPA Registration No.  
3282-81 

vol. 1 
 
 
 
 
 
  

1



• 

• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Liane Stockey 
Reckitt Benckiser Inc. 
Morris Corporate Center IV 
399 Interpace Parkway 
PO Box 225 
Parsippany, NJ 07054-0225 

Dear Ms. Stockey: 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

FEB 6 2006 

Subject: Alternate Confidential Statements of Formula 
d-Con® Ready Mix Baitbits 
EPA Reg. No. 3282-81 
d-Con® Bait Pellets II 
EPA Reg. No. 3282-74 
d-Con® Mouse Prufe II 
EPA Reg. No. 3282-65 
d-Con® Bait Pellets 
EPA Reg. No. 3282-66 
Your Applications Dated June 9, 2005 

The alternate CSF's dated June 9, 2005 for the subject products have been reviewed and are 
acceptable. Please note that you cannot add any labeling statements indicating that these products 
contain a bittering agent without our approval. If you have any questions, please contact me at 703-
308-6249. 

Regards, ~ 

/~. 
/ !?J Hebert 

(_~1:ecticide-Rodenticide Branch 
Registration Division (7505C) 
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Please read Instructions on reverse before completing form. 
F A d OMB N 2070-0060 A 2 28 95 OITTI .oorove . 0 . . 1pprova expires - -

§ Registration OPP Identifier Number 

~EPA 
United States 

Environmental Protection Agency Amendment 307035 Washington, DC 20460 Other 

Application for Pesticide • Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 John H ebert 

4. Company/Product (Name) PM# J VJ None D Restricted 

d-CON® Ready Mix Baitbits PM-7 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) (b)(i), my product 

Reckitt Benckiser lnc. 
is similar or identical in composition and labeling to: 

399 Interpace Parkway 

Parsippany, NJ 07054-0225 EPA Reg. No. 

J t/ I Check if this is a new address 
Product Name 

Section II 

• 
§ FITTO pM""' .... 0 re-M" 

§-~--~- Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. 

Notification - Explain below. Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II .) 

Submitting an Alternate CSF's for an Alternate Dye change (EPA approved dy e p er C riteria and Policy Notice 2 164.2) 

Formula #925-176 

Section Ill 
1. Material This Product Will Be Packaqed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. T~C-0""''°'' 
BYes• BYes BYes 

Metal 
Plastic 

No No No 
Glass 
Paper 

If "yes," No. per If "Yes ," No. per Other (Specify) 

• Certification must be 
Unit Package wgt. container Package wgt. container 

submitted. I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 15. Location of Label Directions 

0 Label 0 Container 
On Label B On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph L_JOther( ) 
Paper glued 
Stenci led 

Section IV •••• • • 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessarv, to process this applicaiton.) 

...... 
Name Title Telephone No. {lgc!Litl ~~Code) 

•• • 
Liane Stocky Regi stration & Regulatory Compliance Assoc. •••••• (973) 404e27 l 6 

It • • . . 
Certification 6. Date;~lldltlon 

•••• t • 

I certify that the statements I have made on this foITTl and all attachments thereto are true, accurate and complete. • • Received 
•• • • •• I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or • • 

both under applicable law. •••• feti!111ped) • • •••• • 
2. Signature 3. Title •••• 

~~41 
• • 

!Nau Registration & Regulatory Compliance Assoc. •••• 
• • •• • • • 

4. Typed Name v 5. Date •• • 

Liane Stocky June 9, 2005 

FPA Fnrm R!i70-1 lrAv . R-!14\ PrAvinu-. Atiitinn-. " ' A nh-.nlAh>. WhitA - FPA FilA r.nnv lnrinin,.11 YAllnw - Annlir.::lnl r.nnv 3
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yngcnca Crop Proceccion, Inc. 1d ~36 6]2 6000 

-syngenta 

November 10, 2005 

Mr. John Hebert, PM - 4B 
Office of Pesticide Programs {H7504C) 
U.S. Environmental Protection Agency 
1801 South Bell Street 
Crystal Mall 2 - Room 266A 
Arlington, VA 22202 

SUBJECT: RECKITT BENCKISER INC. 

I~O. Box 18 mo 
Cn:.:mhoro. N( 2 7·~ I '1 -8 '\00 
\\'\\'\\ .,yngen tJ.(0111 

AUTHORIZATION TO REFERENCE SYNGENTA'S 
BRODIFACOUM DATA 

•••••• • • • • • 
•••••• • • •• 
••••• • • ... ... 

• • •••••• • 
• • •••••• • 

• 
• • •••••• • 

• ••• • • ••• 
• 

•••• • • •••• 
• ••• • • • •• • 

Syngenta Crop Protection, Inc. (Syngenta) hereby authorizes the U.S. Environmental 
Protection Agency to refer to brodifacoum data as well efficacy data owned by Syngenta and 
on file as of November 10, 2005 for the limited purpose of evaluating the applications of 
Reckitt Benckiser Inc., to support registration of the following brodifacoum products: 

D-Con Mouse Prufe II (EPA Reg. No. 3282-65) 
D-Con Pellets Generation II (EPA Reg. No. 3282-66) 
D-Con Bait Pellets 11 (EPA Reg. No. {3282-74) 
D-Con Ready Mix Generation II (EPA Reg . No. 3282-81) 

Syngenta holds proprietary rights to all brodifacoum data submitted to EPA under its current 
name, or previously submitted under the names of Ciba, Ciba-Geigy, Novartis, Sandoz, ICI 
and/or Zeneca. 

This authorization is qualified to the extent, however, that: {1) the applicant or any other person 
except your Agency shall not have access to said data unless specifically authorized in writing 
by Syngenta, or when in the opinion of your Agency it is required in judicial administrative 
proceedings; (2) this authorization shall not be construed as authorization to use or consider 
said data, directly or indirectly, in support of any subsequent application submitted by the 
applicant; and (3) this authorization shall not be transferred by the applicant in any manner 
whatsoever without express prior consent of Syngenta (4) this authorization may be withdrawn 
by Syngenta at any time; and (5) this authorization shall be null and void if the applicant 
amends its registration to include any source of the subject active ingredient other than 
Syngenta Crop Protection, Inc. 

If you have any questions concerning this letter of authorization, please contact me at 
336.632.2062. 

Trina Brodie 
Regulatory Specialist 

cc: Liane Stocky - Reckitt Benckiser Inc. 
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DATA PACKAGE BEAN SHEET 
Date: 07-Sep-2005 

Page 1 of 1 

* * * Registration Information * * * 

Registration: 3282-81 - D-CON READY MIXED GENERATION II 

Company: 3282 - RECKITT BENCKISER INC. 

Risk Manager: RM 07 - John Hebert - (703) 308-6249 Room# CM-2 213 

Risk Manager Reviewer: Daniel Peacock DPEACOCK 

Sent Date: Calculated Due Date: 17-Dec-2005 -----
Type of Registration: Product Registration - Section 3 

Action Desc: (305) DATA REQUIRED;TECHNICAL; 

Ingredients: 112701 , Brodifacoum(.005%) 

• * * * Data Package Information * * * 

Expedite: -, Yes e No Date Sent: 07-Sep-2005 

DP Ingredient: 112701 , Brodifacoum 

DP Title: 

Decision #: 358255 

DP #: (321426) 

Edited Due Date: 
-----

Due Back: 

~---------------------------

CSF Included: =::-i Yes e No Label Included: C, Yes • No Parent DP#: 

Assigned To Date In Date Out 

Organization: _R_D_l _IR_B _______ _ Last Possible Science Due Date: 20-Jul-2005 

Iv~:::::::~·.. ~~~ 
tractor Name: ~ ------"----------

cif Science Due Date: ____ _ 

/7~ Sub Data Package Due Date: ~ -----

* * * Studies Sent for Review * * * 
No Studies 

* * * Additional Data Package for this Decision * * * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
Bill, 

Please review per my 8-29-2005 memo.-

Thanks, 

Dan Peacock, 305-5407 
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Bill Jacobs/DC/USEPAJUS 

08/31/2005 09:06 AM 

• • 
To ·Dan Peacock/DC/USEPA/US@EPA 

cc 

bee 

Subject Re: memo, jackets coming 3282-65 +~ 

Put it in as a 305. Whoever started in did not know what he/she was looking at, clearly. 

Dan Peacock/DC/USEPA/US 

Bill, 

Dan Peacock/DC/USEPAJUS 

08/31/2005 07:59 AM To Bill Jacobs/DC/USEPA/US@EPA 

cc John Hebert/DC/USEPAJUS@EPA 

Subject Re: memo, jackets coming 3282-65 +Im 

This is an issue that we will have to discuss with John as the situation has occurred in the past and will happen in the future. 

• As you will notice, the actions were assigned a non-FFS action code (345), which translates into simple chemistry and administrative reviews. 
• In this case, we need your input because we need to determine the status of the data supporting bittering agent formulations of these 4 

products as well as your input into the policy question of whether we should change our past policy of not permitting bittering/non-bittering 
agent formulas under one product. 

• Do we put a bean under 1) a 345 code, 2) a 305 code, which (I believe) the system allows, or 3) R34 code (with a charge the company)? 

Thank You, 

Daniel B. Peacock, Biologist 
lnsecticide-Rodenticide Branch 

Tel: 703-305-5407 
Fax: 703-305-6596 
E-Mail: peacock.dan@epa.gov 

Bill Jacobs/DC/USEPA/US 
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Bill Jacobs/DC/USEPA/US 

08/30/2005 09:40 AM 

• • 
To Dan Peacock/DC/USEPA/US@EPA 

cc 

Subject Re: memo, jackets coming 3282-65 +~ 

I got the memo and the jackets. Where are the bean sheets? 

Dan Peacock/DC/USEPA/US 

Bill 

Dan Peacock/DC/USEPA/US 

08/29/2005 04:26 PM 

See attachment 

~ 
3282·65,-66,-74,-81, memo on 6-9-2005 amendments.wpd 

To Bill Jacobs/DC/USEPA/US@EPA 

cc 

Subject memo, jackets coming 3282-65 + 
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Thank You, 

Daniel B. Peacock, Biologist 
lnsecticide-Rodenticide Branch 
Registration Division (7504C) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Tel: 703-305-5407 
Fax: 703-305-6596 
E-Mail: peacock.dan@epa.gov 

• • 
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Questions/Possible Meeting Involving Two Recent D-Con 
Amendments for Alternate Formulas for 3282-65, -66, -74, -81 

August 29, 2005 

Subject 

From 

To 

Purpose 

Amendment 
(bittering 
agent) 

Amendment 
(dyes) 

1. 11-29-2004 Alternate Formulas: Bittering Agent/Non-Bittering Agent 
2. 06-09-2005 Alternate Fojyula : Dye Concentration I/Concentration 2 

Dan Peacock, Biologist 
Insecticide-Rodenticide Br 

William Jacobs, Vertebrate Biologist 
Insecticide-Rodenticide Branch 

The purpose of this memorandum is to receive your opinion about questions 
identified in my review of the past two amendments for these products and, if 
needed, to discuss these questions in a meeting with our team leader . 

• On 7-5-2000, EPA previously had denied the company's request to have 
alternate (bittering agent/non-bittering agent) formulas under one product 
and requested the company to file an application for a new product. 

• On 11-29-2004, the Co filed amendments requesting what the EPA had 
denied in July 2000. 

• Ann Hanger approved the revised CSF on January 18, 2005. 
• There were no efficacy reviews nor discussions of the pluses and minuses 

of approving the amendments and changing the policy. 
• John Hebert approved the amendments on January 25, 2005. 

Company filed amendments for alternate CSFs for these products, 
lowering the amount of dye but 
increasing the certified limits (according to chemist note). 

Company submitted MSDS. 
Company gives no reason for needing this alternate CSF. 

Action Code • Joanne Miller assigned the amendments, a NON-Fee Action Code of 345. 
Such actions normally only require a simple chemistry/administrative 
review. 

Questions 

• 

I had the following questions about these amendments: 

1. Were there acceptable efficacy data supporting the bittering agent 
alternate formula of November 29, 2004 and the earlier amendment 
denied in 2000? 

9
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Questions
continued 

Meeting 

Questions 

Page 2 of 2 

2. Do you think that it is advisable to have bittering agent and non
bittering formulas under a single registration number, a change in our 
previous policy? 

3. Do you think it advisable to request the company to provide the reason 
for the lowered dye amounts in the products in the June amendments? 

If your share my concerns with any of these questions, I suggest that we 
consider a meeting with our team leader, John Hebert, to discuss those 
concerns. 

If you have any questions about this memorandum, please contact me. 

Dan Peacock, USB 512 MB Flash Drive 1, C:\Documents and Settings\dpeacock\Local 
Settings\Temp\notes6030C8\3282-65,-66,-74,-81, memo on 6-9-2005 amendments.wpd 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

LIANE STOCKY 
RECKITT BENCKISER INC. 
MORRIS CORPORA TE CENTER IV 

June 16, 2005 

399 INTERPACE PARKWAY, PO Box 0225 
P ARSIPP ANY, NJ 07054-0225 

PRODUCT NAME: D-CON READY MIXED GENERATION II 
COMP ANY NAME: RECKITT BENCKISER INC. 
OPP IDENTIFICATION NUMBER: 307035 
EPA FILE SYMBOL: 3282-81 
EPA RECEIPT DATE: 06/10/05 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXI SUBSTAN ES 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status . 

If you have any questions, please contact Registration Division, Risk Management Team 
7, at (703) 308-6249. 

Sincerely, 

c/-?U~ 
Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 

11
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Questions/Possible Meeting Involving Two Recent D-Con 
Amendments for Alternate Formulas for 3282-65, -66, -74, -81 

Subject 

From 

To 

Purpose 

1. 11-29-2004 Alternate Formulas: Bittering Agent/Non-Bittering Agent 
2. 06-09-2005 Alternate Formulas: Dye Concentration I/Concentration 2 

Dan Peacock, Biologist r'J/) ~ 
Insecticide-Rodenticide B~ f..t 

William Jacobs, Vertebrate Biologist 
Insecticide-Rodenticide Branch 

The purpose of this memorandum is to receive your opinion about questions 
identified in my review of the past two amendments for these products and, if 
needed, to discuss these questions in a meeting with our team leader . 

Amendment • On 7-5-2000, EPA previously had denied the company's request to have 
alternate (bittering agent/non-bittering agent) formulas under one product 
and requested the company to file an application for a new product. 

(bittering 
agent) 

Amendment 
(dyes) 

• 

• 
• 

• 

On 11-29-2004, the Co filed amendments requesting what the EPA had 
denied in July 2000. 
Ann Hanger approved the revised CSF on January 18, 2005 . 
There were no efficacy reviews nor discussions of the pluses and minuses 
of approving the amendments and changing the policy. 
John Hebert approved the amendments on January 25, 2005 . 

Company filed amendments for alternate CSFs for these products, 
lowering the amount of dye but 
increasing the certified limits (according to chemist note). 

Company submitted MSDS . 
Company gives no reason for needing this alternate CSF. 

Action Code • Joanne Miller assigned the amendments, a NON-Fee Action Code of 345. 
Such actions normally only require a simple chemistry/administrative 
review. 

Questions 

• 

I had the following questions about these amendments: 

1. Were there acceptable efficacy data supporting the bittering agent 
alternate formula of November 29, 2004 and the earlier amendment 
denied in 2000? 
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Questions
continued 

Meeting 

Questions 

Page 2 of 2 

2. Do you think that it is advisable to have bittering agent and non
bittering formulas under a single registration number, a change in our 
previous policy? 

3. Do you think it advisable to request the company to provide the reason 
for the lowered dye amounts in the products in the June amendments? 

If your share my concerns with any of these questions, I suggest that we 
consider a meeting with our team leader, John Hebert, to discuss those 
concerns. 

If you have any questions about this memorandum, please contact me. 

Dan Peacock, USB 512 MB Flash Drive 1, F:\1-7-2005 Backup\Dan's Office Work\A Flash 
Drive 1 \Brodifacoum\3282-65,-66,-74,-81, memo on 6-9-2005 amendments.wpd 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

LIANE STOCKY 
RECKITT BENCKISER INC. 
MORRIS CORPORATE CENTER N 

June 16, 2005 

399 INTERPACE PARKWAY, PO Box 0225 
P ARSIPP ANY, NJ 07054-0225 

PRODUCT NAME: D-CON MOUSE PRUFE II 
COMP ANY NAME: RECKITT BENCKISER INC. 
EPA FILE SYMBOL: 3282-65 

OFFICE OF 
PREVENTION, PESTICLDES AND 

TOXI SUBSTANCES 

• EPA RECEIPT DATE: 06/10/05 

• 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status . 

If you have any questions, please contact Registration Division, Risk Management Team 
7, at (703) 308-6249. 

Sincerely, 

cfZt{)~ 
Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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Record Nuaiber(s) 

3282-65: 0321423 
3282-66: 0321424 
3282-74: D321425 
3282-81: 0321426 

PE'ITrICN Oil CXi?. P.ERMI:'!' ro. 

TY?E PFGX.iCTS (S) : I, 

[RB BRANO{ REVIEI..' :_ TSS · 

t:' -. ~. 

07 

as above 

6/10/05 

~' s x 

9/1-/05 9/29/05 
l)l CG'~. ___. __ 

?.::o:::ccr ~-'·~(S) a-co~ ~rodifacoum baits: - see seR** next page for names 

have alternate formulation accepted 

.GiEXICAL & ro~~.xI~ O. 005% Brodifacoum bait products 

..... ,.4'~· .. '~ 

., ...... -.·.·-·-:""'"'''"'' 
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Efficacy Review: d-CON® MOUSE PRUFE II, 3282-65 
d-CON PELLETS GENERATION II, 3282-66 
d-CON® BAIT PELLETS II, 3282-74 
d-CON READY MIXED GENERATION II, 3282-81 
Reckitt Benckiser, Inc.· 
Wayne, NJ 07474 

200.0 INTRODUCTION 

THIS REVIEW DISCUSSES CONFIDENTIAL BUSINESS INFORMATION (CBI) SOME OF WHICH MAY BE 
UNKNOWN TO THE REGISTRANT OF THESE PRODUCTS. Do NOT DISCLOSE CBI TO UNAUTHORIZED THIRD 
PARTIES OR TO ANYONE LACKING APPROPRIATE CLEARANCES. 

200.1 Uses 

3282-65 is a 0.005% Brodifacoum dry bait in 1.5-oz or 3.0-oz wedge-shaped cardboard boxes 
conditionally registered 

to control house mice in homes, industrial, commercial, agricultural and public 
buildings. 

3282-66 is a 0.005% Brodifacoum dry bait sub-packaged in 3-oz bait trays conditionally registered 

to control Norway Rats, Roof Rats, and House Mice in and around homes, industrial, 
commercial, agricultural and public buildings .... also ... in transport vehicles (ships, 
trains, aircraft) and in and around related port or terminal buildings. 

3282-74 is a 0.005% Brodifacoum dry bait in 1-oz (28-g) placepacks conditionally registered 

to control House Mice, Norway Rats, and Roof Rats in and around homes, industrial, 
commercial, agricultural and public buildings .... also ... in transport vehicles (ships, 
trains, aircraft) and in and around related port or terminal buildings. 

3282-81 is a 0.005% Brodifacoum dry bait in 3-oz bait trays conditionally registered 

to control House Mice, Norway Rats, and Roof Rats in and around homes, industrial, 
commercial, agricultural and public buildings .... also ... in transport vehicles (ships, 
trains, aircraft) and in and around related port or terminal buildings. 

200.2 Background Information 

For 3282-65, see efficacy reviews of 12/23/80, 6/5/81, 12/22/87, 8/1/88, 8/11 /89, 617190, 6/13/90, 
7/11/90, 914190, 3/19/91, 2/1/96, 5/27/99, 1/4/00, 7/23/01, 7/27/01, and 2/2/04, along with other 
information in this product's jacket. 3282-65 was registered on 11/6/81. Its current labels were 
"ACCEPTED" on 1/29/02. This product is considered to be a ready-to-use bait station that is not 
tamper-resistant. Consequently, the product's label is required to bear the text shown below. 

THIS IS NOT A TAMPER-PROOF OR TAMPER-RESISTANT BAIT STATION. DO 
NOT USE THIS PRODUCT IN AREAS ACCESSIBLE TO CHILDREN, PETS, -

'DOMESTIC ANIMALS, OR NONTARGET WILDLIFE. DO NOT USE THIS 
PRODUCT OUTDOORS. 

For 3282-66, see efficacy reviews of 12/30/80, 6/5/81, 12/23/87, 7/15/88, 8/16/88, 12/29/88, 
5/14/90, 7/16/90, 1/30/96, 1/12/98, 1/6/00, and 2/2/04, along with other information in this 
product's jacket. This product was registered on 11/18/81. Its current labels of record were was 
stamped "ACCEPTED" by IRS on- 1/5/99. 

For 3282-7 4, see efficacy reviews oL1.2/22L8_I,_8L1L88,-8L1-1l89,-1-1/30/89,-1-1-f-1-7-/.92,4/-1-2f93-, ------
11/10/93, 12/15/94, 5/25/99, 1/7/00, 7/23/01, 7/27/01, 5/29/03, and 2/2/04, along with other 
information in the product's jacket. This product was registered on 1 /16/86. Via a letter of 
10/16/01, RB officially changed the name of this product from "d-CON UM-N8 RAT KILLER" to 
"d-CON BAIT PELLETS II". RB's immediate predecessor in product ownership (Reckitt & 
Colman) originally used the latter name as an alternative brand name, having added it by 
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"Notification" on 5/25/93. The current labels of record for 3282-7 4 were "ACCEPTED with 
COMMENTS" by IRS on 6/30/03. 

For3282-81, see efficacy reviews of 1/18/89, 7/16/90, 10/15/90, 1/30/96, 5/25/99, 1/7/00, and 
2/2/04, along with other information in this product's jacket. This product was registered on 
2/1/89. Its "current" labeling was "ACCEPTED with COMMENTS" on 1/28/99. Reckitt and 
Colman (R&C), did not submit final printed labeling in response to EPA's letter of 1/28/99. 
Instead, R&C submitted new proposed revised labeling to which IRS objected. 

See also the Reregistration Eligibility Decision (RED) for the Rodenticide Cluster (hereafter 
"Cluster RED") which EPA mailed to registrants of Brodifacoum products in August of 1998. The 
Cluster RED also pertained to pesticide products containing the active ingredients Sromadiolone, 
Bromethalin, Chlorophacinone, Diphacinone, and Pindone (a.k.a. "Pival"). On 212104, I 
completed an efficacy review pertaining to materials submitted to support reregistration of all 4 of 
the d-Con Brodifacoum baits. 

Among the provisions of the Cluster RED were "Short-Term Risk Mitigation Measures" ("Phase 
One" requirements), one of which was that baits registered for use in and around homes (and any 
other non-agricultural sites) had to be reformulated to contain an "Indicator Dye and Bittering 
Agent". Prior to the issuance of the Cluster RED, I argued against imposing the "Indicator Dye 
and Bittering Agent" requirements, for reasons elaborated below. 

The Cluster RED also announced a "Long-Term Risk Reduction" ("Phase Two") strategy which 
was to consist chiefly of a search for "a safer technology" to be effected via the convening of a 
"Stakeholder group". I subsequently was on the pane\ of the "Stakeholder group", which formally 
was called the "Rodenticide Stakeholders Workgroup" (RSW). The RSW met in 5 sessions for a 
total of 6 days between 3/30/99 and 10/18/99. Among the other RSW panelists was Eileen Moyer 
of R&C (and subsequently of RB). 

The first anticoagulants in the d-Con line of rodenticides were Warfarin products registered to the 
d-Con Company of Chicago, headed by Lee Ratner. In the late 1950's, the d-Con Company was 
sold to Sterling Drug Inc., which held some of the original d-Con Warfarin registrations (e.g., 
3282-4) for about 30 years and was the initial registrant for the products discussed in this review. 
(If I remember correctly, Sterling was taken over by Eastman Kodak some time in the 1980's.) 

Starting in 1990 or so, the corporate entities in charge of these products have morphed from Lehn 
and Fink, to R&C, and now to RB, with no change in company number. Over that period of time, 
many different people corresponded with EPA regarding these products; and there was a 
considerable lack of follow-through on the registrant's part regarding making required label 
changes, submitting final printed labels, etc. Such instances are evident from perusing the 
registration jackets for 3282-65, 3282-66, 3282-74, and 3282-81. As I have summarized the most 
egregious of the "communication" problems in prior efficacy reviews, I will not recount them here . 
However, I should note that the lack of consistent and appropriate follow-through by the registrant 
suggests that we should not accept formulation changes conditionally -- without the necessary 
supporting data -- and should leave nothing to chance with this registrant when it comes to 
labeling. 

On January 24, 2005, IRS accepted revised Confidential Statements of Formula (CSFs) for 3282-
65, 3282-66, 3282-74, and 3282-81. Dated "November 29, 2004", the new CSFs differ from prior 
CSFs of record for these products mainly through the addition of an alternate source of active 
ingredient and were accepted without efficacy or product chemistry reviews. As discussed below, 
the alternate source product contains the substance Denatonium Benzoate as well as other inert 
ingredients and, of course, Brodifacoum. 

Denatonium Senzoate (trade name "Bitrex" for Macfarlan Smith, ltd.) has an extremely bitter 
taste to adult humans. It has been used to denature ethanol and has been added to various toxic 
substances in hopes of deterring consumption of them by humans and pets. Congress recently 
was petitioned to require that Denatonium Benzoate (DB) be added to antifreeze used in the U.S. 
as a deterrent to dogs. (Antifreeze is both attractive and toxic to dogs and has been used 
nefariously to poison them. Accidental exposures also occur through coolant leakage.) 
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At times since 194 7, DB and the related compound Denatonium Saccharide (trade name 
"RO•PEL") have been registered as active ingredients in pesticide products variously claimed to 
reduce browsing damage by deer and other cervids, to reduce damage to other types of plants by 
various types of mammals, and to deter dogs and other animals from chewing on various types of 
property and structures commonly found in homes and on farms. 

The idea of using Denatonium Benzoate (DB) in Brodifacoum baits to limit to their being 
consumed by young children first was advanced to EPA in 1989 by ICI America's, Inc. 
(subsequently Zeneca, Inc., with its remaining Brodifacoum registrations now being owned by 
Syngenta Crop Protection, Inc.). ICI was aware of the need to retain palatability of baits to 
targeted rodents and, consequently, limited the DB level to 0.001 % (10 ppm). That concentration 
was found to be unpleasant by adult human volunteers (company employees, Kaukeinen, pers. 
comm.) but was reported not to be deterrent to dogs and was not tested with children of poisoning 

-prone age (Kaukeinen and Buckle, 1992, Proc: 15th Vert. Pest Conf., U. CA, Davis, 192-198). 

In response to proposals by ICI and others subsequently, IRB allowed DB to be added to 
rodenticide baits provided that laboratory efficacy screening trials suggested the baits to be 
effective against Norway rats and house mice. That approach followed the general policy for any 
inert ingredient added to rodenticide baits. As with any other inert ingredient except those which 
are significantly toxic in their own right, it was left to the registrant's discretion whether to state on 
the product's label that DB was present in the bait. For the following reasons, registrants were not 
permitted to state on labels that DB made their products safer: 

1. it is illegal to claim that any pesticide product is safe or comparatively safe [40 CFR 
§ 156.10(a)(5)(ix and x); 

2. being a tastant, DB could not prevent oral exposures and, at best, could only limit the 
amount of bait ingested; 

3. there was no compelling evidence that DB was protective of young children at 
concentrations (e.g., 1 O ppm) that would allow baits to remain sufficiently palatable to 
targeted rodents; 

4. there was no evidence that DB at such levels was protective of dogs, other pets, livestock, or 
nontarget wildlife; and 

5. safety claims for DB likely would have detracted from label requirements to place baits in 
areas not accessible to children, pets, domestic animals, and nontargeted wildlife or in 
tamper-resistant bait stations. 

Our policy with respect to adding dyes to baits is similar to that for other inert ingredients except 
that we allow dyes to be added to, or substituted into, baits if they previously have been screened 
for efficacy and found not to adversely effect bait palatability. That policy is based upon research 
conducted at the Terrestrial and Aquatic Biology Unit (TABU) which EPA formerly maintained on 
the grounds of the Agricultural Research Center in Beltsville, MD. TABU researchers screened 
18 dyes for effects on palatability of a standard diet. Some of those dyes also were tested for 
effects on the efficacy of Warfarin baits formulated at the test facility. 

Based upon the results of those studies, the Registration Division of OPP issued "Criteria & Policy 
Notice 2164.2" on 3/10/81. That notice identified 11 dyes that did not appear to adversely affect 
palatability of treated diet to house mice and 9 dyes (of that same 11) that also did not appear to 
adversely affect palatability of diet to Norway rats. The criterion used to decide that there were no 
adverse effects on palatability was _:::40% acceptance of treated diet vs. its placebo in a laboratory 
choice feeding trial (Palmateer, S.D. 1979. Effect of dyes in efficacy of commensal rodents. 
Unpublished report, TABU, Technical Services Division, Office of Pesticide Programs, U.S. EPA, 
13pp.). 

Among the dyes that were found to affect palatability adversely were two (Rhodamine B and 
Malachite Green) that subsequently were listed among the 55 compounds on OPP's original list of 
inerts of concern and two others that commonly were used in field rodenticide baits prepared by 
California's agricultural commissioner's offices. Some of the effects of dyes on palatability were 
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severe. For example, Malachite Green (a.k.a "Brilliant Green" with 4 other synonyms) at 0.035% 
in diet reduced its acceptance to 3.6% and 5.2% in two trials in which Wistar strain rats were 
offered dye-treated diet vs. its placebo. Trials with concentrations of that dye as low as 0.0044% 
also were rejected by albino rats, but not to the extent that higher concentrations were. House 
mice also rejected diets treated with Malachite Green at concentrations of 0.0044% to 0.035%. 

The foregoing discussions make it clear that adding dyes, bittering agents, or any other inert 
ingredients to baits is not a casual matter. As the bait must be eaten by target species if it is to be 
effective, any new inert ingredient must be assessed for it~ effects on palatability. Bait 
reformulation in general is not trivial and cannot be accomplished over night due to the need to 
test out the new product. 

Nevertheless, the Cluster RED and also the Zinc Phosphide RED were issued with the "Phase 
One" requirements to reformulate, within an 8-month period, all rodenticide baits not strictly 
limited to agricultural applications. Although some baits registered at the time contained DB and 
many contained a dye, all would have had to be reformulated because none of them contained a 
substance shown to be an "Indicator Dye" according to the meanings for that the REDs implied 
for that expression. No substance that met the implied criteria for an indicator dye had been 
shown to exist in 1998. That circumstance persists today. 

(Requiring that baits contain "a dye" rather than and "Indicator Dye" is something that could have 
-- and should have -- been effected via the Cluster RED. Any dye capable of coloring the bait 
would likely would have provided some of the advantages hypothesized for the "Indicator Dye", 
and most baits already had dyes in them. Baits lacking dyes could have had dyes from the list 
given in "Criteria and Policy Notice 2164.2" added to them, up to the concentration limits 
indicated in that notice, without the need for additional efficacy testing.) 

It was known by the early 1990s that dyes could adversely affect the performance of rodenticide 
baits, that DB could only be used in baits at levels that would not adversely affect efficacy against 
target species, and that neither type of component could prevent exposures from occurring. At 
best, a bittering agent could limit the amount of bait ingested by children -- whether that happens 
remains unknown -- and a dye could show that exposures (e.g., oral and/or dermal) had occurred. 

Although baits containing DB had been shown to pass laboratory efficacy trials and had been 
registered as a result, such results did not absolutely rule out adverse effects of that substance on 
bait efficacy. If rodents from an exposed population survived a baiting operation with a Bitrex
containing bait because they were especially sensitive to the taste of that compound, they would 
have become the founders of a rebounding population and, to the extent that the aversion was 
heritable, could have passed that tendency on to their descendants. If all baits available for use 
in non-agricultural markets contained the same substance and that substance that was aversive 
to "survivor" rats and their descendants, a strong selective pressure favoring DB rejectors would 
be exerted on baited populations; and it would be possible for all available baits to fail at once . 

Reconsideration of the "Phase One" requirements was added to the list of issues before the RSW 
early in the course of its existence. That panel, which included government (Federal, State and 
municipal), rodenticide industry, pest control, medical, and public representation, recommended 
rescinding requirements to add the dye and bittering agent to baits. Essentially, the panel's 
recommendations were based on the issues mentioned in the two previous paragraphs, plus 
vehement objections to the bittering agent requirement by rodent control personnel from the City 
of Chicago who claimed that a Brodifacoum bait containing Bitrex was ineffective there because 
of that ingredient. 

Those not supporting the bittering agent requirement included representatives from the American 
Association of Poison Control Centers and the Consumer Product Safety Commission. Earlier in 
the 1990s, those organizations had reviewed evidence for deterrent effects of DB on consumption 
of toxic materials. (See Jacobs, W. 2000, Proc. 19th Vertebrate Pest Conf., ~. 257-262, for 
elaboration on issues relating to indicator dye and bittering agent requirements.) With no clear 
evidence of protective value and some concerns about potential effects on efficacy, there 
seemed to be no basis for a firm requirement to add a bittering agent to rodenticide baits. 
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Although the RSW recommended rescinding the "Phase One" requirements from the Cluster 
RED late in 1999 and, at the time, EPA agreed in principle with that recommendation, it was not 
until 2 years later that the decision on those matters was formally announced. That decision was 
to allow such substances to be added to baits but not to require them but to allow such substances 
to be in baits at the registrants' discretion. Essentially, the pre-RED policy was restored. 

In November of 2004, the Natural Resources Defense Council (NRDC) and West Harlem 
Environmental Action (WHEA) sued EPA on grounds that the Agency had acted improperly in 
reversing the "Phase One" requirements (and that exposure incidents involving rodenticide baits 
and young children were increasing as a result of the reversals). In a summary judgment 
rendered on 817105, the court essentially upheld EPA's rescission of the indicator dye requirement 
due to the fact that no such substance had been shown to exist but reqqired EPA to revisit the 
bittering agent requirement (Rakoff, J.S. 2005, Memorandum Order in West Harlem 
Environmental Action and Natural Resources Defense Council, Inc. vs, EPA, U.S. District Court, 
Southern District of New York, August 7, 15 pp.). 

IRB's acceptance of alternate Brodifacoum sources, with and without DB, for the d-Con bait 
products discussed in this review occurred during the early stages of the aforementioned lawsuit. 

The actions currently before me pertain to amendment applications of 6/10/05 (3282-65) and 
6/9/05 (3282-66, 3282-74, and 3282-81) in which RB announced that it was 

Submitting an Alternate CSF's [sic] for an Alternate Dye change (EPA approved dye 
per Criteria and Policy Notice 2164.2) 

In routing those items to me on 917105, IRB's Daniel Peacock referred to his memorandum of 
"8129105" (also to me) which posed the following questions: 

1. Were there acceptable efficacy data supporting the bittering agent alternate 
formula of November 29, 2004 and the earlier amendment denied in 2000? 

2. Do you think it is advisable to have bittering agent and non-bittering agent 
formulas under a single registration number, a change in our previous policy? 

3. Do you think it advisable to request the company to provider the reason for the 
lowered dye amounts in the products in the June amendments? 

The remainder of this review addresses those questions along with the recently submitted CSF's 
for RB's 4 Brodifacoum bait registrations. 

201.0 DATA SUMMARY 

201.1 Formulations 

See discussions of these products' formulation histories prior to 2004 in the combined efficacy 
review of 212104. The proposed CSF's considered in that review were dated 11 /25/02. They 
listed the product that now is  as the source of active ingredient. It seems that the 
Product Reregistration Branch (PRB) prematurely communicated to RB that those CSFs were 
"accepted 1/07/03" (e.g., amendment form of 11/29/04 for 3282-65 signed by Paul R. Larson of 
RB). New CSF's for reregistered products can only be accepted by product registration branches, 
and are only accepted then when relevant efficacy issues are settled. Some of the efficacy 
studies submitted to support those CSFs ultimately were rejected, but I did not receive the 
package of materials to review until 1 /13/03 (at which time I had a huge queue of other pending 
actions). The apparent acceptance of the CS F's of 11 /25/02 by PRB in effect blessed a 
formulation change for 3282-74. 

The CSF changes accepted on 1/24/05 were dated "November 29, 2004". Those CSF gave RB 
the option of continuing to use the  
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 Copies of the CSF's of 11/29/04 were included with RB's submissions of 

June, 2005. 

The proposed CSFs submitted in June of 2005 are "Alternate Formulation" CSFs which list (in red 
ink)  The 
same CAS number is used for both (?) dyes, but their names are not identical. Different sources 
are identified for the dyes. To adjust for the lower concentration of dye claimed in the alternate 
formulation, the concentration claimed for  

 is increased. 

To support the proposed "Alternate Formulation" applications, RB has included a "MATERIAL 
SAFETY DATA SHEET" (MSDS) for  That form identifies that dye as 
being in the "Chemical Family" called  and as having the CAS number 

 

 
 
 

 
which were listed on the CSFs of 11/29/04 (accepted on 1/24/05) and are listed again on the 
pending CSFs submitted this year. 
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A product chemist should be asked to look at the issue of identity between the two named dyes. 
If they really are the same material, then they should be listed as alternate sources on one CSF 
(per product) using the lower of the two claimed concentrations, if that is sufficient to color the bait 
thoroughly. If the two dye names refer to different entities, one should be selected as the dye to 
be used in the future, or they should be claimed on alternate and basic CSFs with any efficacy 
data needed to support the new dye being obtained. 

 came to exist in 1994. In a letter of 6/23/94 sent prior to the product's registration (as 
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fact, with the exception of certain dye substitutions, as discussed above, EPA did not accept 
alternate formulations for vertebrate pesticides in general. Thus, the separate-registrations policy 
with respect to DB was in line with the policy for any change of inert ingredients -- either make the 
new CSF the "Basic" one or obtain a new registration for the new formulation. That DB is a bitter 
compound reputed to be a taste deterrent simply made it all the more imperative that the same 
policy be followed for it. Even the dye substitutions that are allowed under a single registration 
number are granted only if there are data available which show or imply that the dye would not 
adversely affect bait efficacy. 

The first applications for DB to be added to d-Con's Brodifacoum baits were submitted in 1999 
(10/11/99 for 3282-65). R&C submitted "Alternate Formulation" CSFs for these products, with use 

 
 being one of the proposed differences between the "Basic" 

formulation then current and the proposed "Alternate Formulation". Those alternate formulations 
were hand-marked "Acceptable" by RD chemist Sarni Malak but were not accepted by IRB. 
(Peacock hand-wrote "NOT ACCEPTED" on the CSFs of 10/6/99 for 3282-65 and 3282-81, but 
did not do so for those for 3282-66 and 3282-7 4. The CSF of 10/6/99 for 3282-7 4 subsequently 
was marked "SCANNED" on "SEP 3 2003"). Those "Alternate Formulation" CSFs were rejected 
because of the policy of not allowing alternate formulations for rodenticide baits. Data reports 
submitted to demonstrate effectiveness of alternate formulations also were rejected due to 
deficiencies in the reports, questions about laboratory conditions, and lack of documentation of 
the test materials used in the trials (see efficacy review of 1/4/00 for 3282-65, efficacy review of 
1/6/00 for 3282-66, and efficacy reviews of 1/7/00 for 3282-74 and 3282-81). 
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There is no evidence in the jackets for 3282-65, 3282-66, 3282-7 4, or 3282-81 that the registrant 
attempted to resolve the data deficiencies or to replace  

 in the basic formulation for the product until submission of 
the CSFs of 11/29/04 listing  as alternate sources of Brodifacoum. With 
those applications, RB included various explanatory materials (e.g., the document entitled 
"Updated Confidential Statement of Formula (CSF)* for d-CON®Mouse Prufe 1/1 EPA Reg. 
3282-65").. Those documents discuss the ingredients listed on the pending CSF but do not 
mention Denatonium Benzoate or Bitrex and do not allude to the presence of a bittering agent in 
the alternative source product. 

The applications were handled by a new (to IRB) employee, rather than Peacock, during the 
holiday season, when I was out of the office much of the time. During that period of time, I 
received several e-mails from and had some short conversations with the new employee about 
bittering agents in baits but evidently did not grasp exactly what was being requested by the 
applicant. It is clear that either the staff person or the product manager at least was aware that 
the  source product contained DB as the outgoing letters dated 1/24/05 included the 
sentence 

Please note that you cannot add any labeling statements indicating that these 
products contain a bittering agent without our approval. 

Depending upon which source product was used to prepare the bait in the package, a label 
reference to the presence of Denatonium Benzoate in the product either would have been 
completely true or completely false. 

201.2 Efficacy Data 

No efficacy data were included with the application for the alternate formulation containing a 
different(?) dye, nor were any included with the amended CSFs dated 11/29/04. As noted above, 
there were no references to a bittering agent in those applications. 

Previously, data that were submitted with a request to have a DB-containing "Alternate 
Formulation" were rejected (see efficacy reviews of 1 /4/00, 1 /6/00, and 1/7100 for 3282-65, 3282-
66, and 3282-74 and 3282-81, respectively). The efficacy reports submitted with RB's application 
for reregistration of these products did not include documentation sufficient to determine the 
compositions of the test materials used in the studies. The CSFs included with those applications 
claimed the product that now is  as the source of Brodifacoum and did not list DB as an 
intentionally added inert ingredient. Most of the efficacy studies submitted for product 
reregistration were unacceptable for one reason or another. A few of the reports were accepted 
as being applicable to whatever baits (formulations and particle sizes) ultimately were shown to 
have been the test materials used in the trials . 

The "Updated Confidential Statement of Formula (CSFY' documents, letters, and application 
forms included with the amendment applications of 11/29/04 alleged certain virtues for the new 
CSFs (e.g., "tightening of certified limits for brodifacoum") but made no references to efficacy 
data specific to baits made with the  Nowhere in the application materials 
were mentioned the "Alternate Formulation" CSFs of 10/6/99 or the not-accepted efficacy studies 
said at that time to pertain to them. 

The efficacy issues pertaining to  
" and/or to 

any of the dyes mentioned in Policy & Criteria Notice 2164.2. If  
" are identical, data supporting the current formulation would support the 

proposed "Alternate Formulation", and the two sources of dye, with the respective names that 
they give to it(?), could be listed on one CSF, if the concentration claimed for  

" corresponds to a dye "cleared" via 
Policy & Criteria Notice 2164.2, it could be used in a bait that already had passed efficacy tests up 
to the highest concentration for which the notice cleared it. 
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Criteria & Policy Notice 2164.2 lists 4 green dyes. The information provided in that document 
pertaining to greeri dyes is summarized below . 

Dye Color Acce12table Dye Concentration in % 
l Index No. Norway/Roof Rat 

Fast Green FCF 42053 .035 

Monastral Green 8 None Found .030 

Zulu Green None Found .035 

Bromocresol Green None Found .035 

The Shaughnessy numbers for these dyes are identified below. 

Fast Green FCF 
Monastral Green 

Monastral Fast Green G 
Monastral green GNX-G 

(CAS Reg. No. 1328-53-6) 
Zulu Green 
Bromocresol Green 

911452 

911313 
911313 

none indicated 
none indicated 

 

House Mouse 

.025 

.030 

.035 

.035 

 
 would be covered by the data 

from Palmateer (1979) as reflected in Policy & Criteria Notice 2164.2 as well as by any efficacy 
data accepted as pertaining to an otherwise similar d-Con formulation containing  

 If not, efficacy data on a bait 
containing " would be needed. 

It is clear from correspondence included in RB's submissions of June, 2005, that the company 
had been made aware of Policy & Criteria Notice 2164.2 (via a FAX of 3/15/05 by IRB's Geraldine 
Mccann). RB clearly considers  to be the same thing 
as  and, therefore, to be covered by the notice up to a concentration of 

 in baits claimed to control commensal rodents. As much is indicated in the June, 2005, 
letters from RB's Liane Stocky as well as on the similarly dated amendment application forms 
signed by Stocky. 

The issue is simpler with respect to the bittering agent. Efficacy data are needed on d-Con 
Brodifacoum baits made from  if that source of Brodifacoum is to 
(continue to) be used in d-Con baits. 0 either must completely replace  as the 
source of Brodifacoum in 3282-65, 3282-66, 3282-74, and 3282-81; or d-Con must register new 
bait products claiming  as the source of active ingredient or drop  as a source 
completely. In light of the summary judgment in the NRDC-WHEA matter, RB's safer bet might 
be to go with as the source product, although they might have to enhance the rest of the 
formulation(s) to compensate for DB. 

In the early 1990's, John Domanski, a consultant on the d-Con line at the time, argued before me 
that evidence supporting the protective value of Bitrex in baits or any other agent was equivocal. 
Although such still seems to be the case, the idea that the bittering agent is protective clearly is 
politically accessible. 

Due to their dominance on the over-the-counter rodenticide market, especially in drug stores and 
supermarkets, d-Con baits are likely to predominate in terms of numbers of reported exposure 
incidents involving young children and household pets. That was true when the d-Con baits being 
sold (3282-4, 3282-15, 3282-9) contained Warfarin (Jacobs, W. 1990. Rodenticide bait stations: 
major findings from public hearings and other investigations, ms., IRS/RD/EPA, 71 pp.) and such 
almost certainly is the case now with the d-Con Brodifacoum product line. Eating the same 
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amount of a 0.005% Brodifacoum bait is likely to be worse for a vertebrate organism (possibly 
excepting pigs) than if the bait were 0.025% Warfarin (or 0.054% for 3282-9). Would lacing the 
Brodifacoum baits with DB at 1 O ppm make up the difference vs. Warfarin in potential hazard to 
small children? I doubt it. One Vitamin K, i.p. shot is apt to be all that is needed for a 
symptomatic (e.g., elevated prothrombin time) case with Warfarin. Repeated i.p. administrations 
of the same antidote likely would be needed in a symptomatic Brodifacoum case. 

In light of the foregoing discussions, I can now offer short answers to the questions posed in 
Peacock's memorandum of 8/29/05. Those answers appear below each of the questions. 

1. Were there acceptable efficacy data supporting the bittering agent alternate formula 
of November 29, 2004 and the earlier amendment denied in 2000? 

No. The efficacy data submitted in support of the CSFs of 10/6/99 were not accepted at that 
time. New data do not seem to have been submitted, and no efforts to rehabilitate the original 
studies are apparent. 

2. Do you think it is advisable to have bittering agent and non-bittering agent formulas 
under a single registration number, a change in our previous policy? 

No. 

3. Do you think it advisable to request the company to provider the reason for the 
lowered dye amounts in the products in the June amendments? 

No. RB makes it clear why it selected the dye concentrations that it proposed to use: to have the 
dye accepted without the need for additional efficacy studies. Policy & Criteria Notice 2164.2 sets 
an upper limit on the concentration of the dye that RB claims to be using at . It is a 
separate issue whether the dye selected marks the bait sufficiently well. As the "Indicator Dye" 
requirement is a dead issue, we would have to pursue anew the notion of requiring dyes, 
"indicator" or not, to be added to commensal rodenticide baits. 

202.0 CONCLUSIONS 

1. If the registrant's belief that "  is the same thing as 
" is correct, no new efficacy data would be needed to support addition, or 

substitution, of "  into a bait at nominal 
concentrations up to  provided that 

2. 

3. 

a. the original bait formulation was adequately supported by efficacy data, and that 

b. no other changes had been made to the formulation along with the dye substitution 
that might adversely affect efficacy . 

Whether the  
have been assigned all apply to the same substance should be determined by a 

qualified product chemist. If more than one substance is subsumed under those numbers, it 
is possible that the different substances would affect bait palatability differently. 

If the two dyes discussed under item 1. are found to be identical, they both could be claimed 
for the same product. If they are identical, they could be claimed on a single Confidential 
Statement of Formula (CSF), per product, if the nominal concentration claimed for  

 
 If the different concentrations claimed for the two names are to be retained, then 

CSF's for "Basic" and "Alternate" would be needed 

Use of either  as Brodifacoum source products in 3282-65, 3282-66, 
3282-74, and 3282-81 should not have been accepted. As  contains the bittering 
agent Denatonium Benzoate, baits made from it possibly would not be accepted as well as 
otherwise· identical baits made from . The historical policy of not requiring alternate 
formulations for rodenticide baits should be applied to the use of concentrate source 
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products that come with and without Denatonium Benzoate in them. That substance might 
affect bait efficacy and usually is claimed on product labels when it is present in the bait. A 
label claiming presence of Denatonium Benzoate would misbrand a bait made from the 

, unless the bittering agent were added separately. Separate addition of DB 
is not claimed on these products' Confidential Statements of Formula (CSFs) dated 
November 29, 2004. 

The primary appropriate options for Reckitt Benckiser would be to: 

a. replace  as the only source product for Brodifacoum in 3282-65, 
3282-66, 3282-7 4, and 3282-81; 

b. use  as the sole source of Brodifacoum in those products and have them not 
contain Denatonium Benzoate; 

If option a. were selected, the company would have to provide new efficacy data on each 
distinct bait (formulation and particle size). 

If option b. were selected, the company could rely on any existing efficacy data that support 
the products (e.g., see efficacy review of February 2, 2004) and fill in any data gaps with new 
or rehabilitated studies. 

If the company wanted the option of using either concentrate, separate registrations could be 
obtained for products containing one of the concentrates with the other being used in the 
products already registered (i.e., 3282-65, 3282-66, 3282-74, and 3282-81). Clearly, the 
company also could use the e in one or more of these products and use 

 in the others. Whatever option is selected, the efficacy of the baits that contain 
Denatonium Benzoate would have to be established. 

William W. Jacobs 
Biologist 
lnsecticide-Rodenticide Branch 
September 29, 2005 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Mr. Paul Larson 
Reckitt Benckiser, Inc. 
399 lnteri>ace Parkway 
Parsippany, NJ 07054-0225 

Dear Mr. Larson: 

January 24, 2005 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Subject: Reviseci Confidential Statement of Formulas (Brodifacoum) 
EPA Reg. Nos. 3282-65, 3282-66, 3282-74, and 3282-81 
Your Submissions Dated November 29, 2004 

Your revised Confidential Statement of Formulas (CSFs) dated November 29, 2004 for EPA 
Reg. Nos. 3282-65, 3282-66, 3282-74, and 3282-81 are acceptable. Please note that you cannot add 
any labeling statements indicating that these products contain a bittering agent without our approval. 

·..;;;'·;:.:if you have any questions, please contact Ann Hanger at (703) 306-0395 or hanger.ann@epa.gov. 

::K~ 

, ~ards, ~ 

Jbhn Hebert 

~--/·· 
, /Product Manager 7 
·~ Insecticide/Rodenticide Branch 

Registration Division (7505C) 
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Form Approved . MB 0 . - . Approval expires - -95 
Please read Instructions on reverse before completing form. 

0 N 2070 0060 2 28 

§ Registration OPP Identifier Number 

~EPA 
United States 

Environmental Protection Agency Amendment 295815 Washington, DC 20460 Other 

Application for Pesticide • Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-8 1 John Hebert 

4. Company/Product (Name) PM# I v i None D Restricted 

d-CON® Ready Mixed Baitbits PM-7 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) (b)(i), my product 

Reckitt Benckiser Inc. is similar or identical in composition and labeling to: 

399 Interpace Parkway 
Parsippany, NJ 07054-0225 EPA Reg. No. 

I V I Check if this is a new address 

COADR previously 
notified & PPIS updated. Product Name 

Section II 
,...--- § F;~; primed"""';, ~poooo to V' Amendment - Explain Below Agency Letter dated - Resubmission in response to Agency Letter dated "Me Too" Application. ---- Notification - Explain below. Other -explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

1. Change of primary product name from d-CON® Ready Mixed Generation II to d-CON® Ready Mixed Baitbits . 
2. Update of CSF including current RB address in Parsippany, NJ (Box 1.),  

 
(10.,12.) . Slight tightening of certified limits for brodifacoum and should be considered appropriate by the Agency. No changes in the 
nominal concentrations amounts and certified limits for the other components (13.a., b.; 14.a., b.) from previous CSF dated 11/25/02 --
aooroved 1/07/03. Uodating ofsuoolier information to reflect coroorate changes and/or different locations (addresses) -- same sources. 

Section Ill 
1. Material This Product Will Be Packaqed In : 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2 T~eoora;,., 
Elves• Elves Elves 

Metal 
Plastic 

No No No Glass 
Paper 

If "yes ," No. per lf"Ves," No. per Other (Specify) 

• Certification must be 
Unit Package wgt. container Packagewgt. container 

submitted. I 
. Location of Net Contents Information 4. Size(s) of Retail Container 15. Location of Label Directions 

0 Label 0 Container 
On Label B On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph LJOther ( ) 
Paper glued 
Stenciled 

Section IV • • 
1. Contact Point (Comolete items directlv below for identification of individual to be contacted, if necessarv, to orocess this aoolicaiton.) • 

Name Title Telephone No. (l llCi.Jde Area Code) 
• • • • •• 

Paul R. Larson Mgr, Registration & Regulatory Compliance • • • • • • (973) 404-2716 
• • • 

Certification • '6. Dat~p'f>ITdilion 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. • • •• t • Recei~ ·· • • 
I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or •• • • 
both under applicable law. • • • • t • 1:ijlrgi$ed) 

• • /"\ ..... .. ... • 

2S{jlj/tf~ 
3. Title •••• • • 

'l Mgr, Registration & Regulatory Compliance •••• 
v • /-w--v •••• • 4. Typed Name v 5. Date • ••• 

Paul R. Larson November 29, 2004 

EPA Fnrm R!i70-1 lrAv. R-l:i41 PrAvinrn: Ariitinn.: '"" nh.:nlAfA. 
.. 

Wh1IA - FPA F1IA r.nnv lnrin1n::ill VAiiow - Annlir.::1nl rJ'lnv 28
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November 29, 2004 

RECKITI 
BENCl(ISER 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1801 South Bell Street 
Arlington , VA 22202 

Attention : John Hebert, PM-7 

Ref.: d-CON® Ready Mixed Baitbits 
• EPA Reg . No.: 3282-81 
• OPP ID No.: 295815 

• Updated Confidential Statement of Formula (CSF) 

Dear Mr. Hebert: 

Reckitt Benckiser is submitting an amendment application for EPA Reg. No. 3282-81 to: 

• Change the primary product name from d-CON® Ready Mixed Generation II to d-CON® Ready 
Mixed Baitbits. 

• Update the Confidential Statement of Formula (CSF) . Detai ls can be found on the following page. 

The enclosed documents support this registration action : 

1. EPA Application of Pesticide Registration , Form 8570-1, OPP ID No. 295815 
2. Two (2) copies of updated Confidential Statement of Formula, Form 8570-4, dated November 29, 2004, 

and approved by Agency on 1/07/03 (Product Chemistry Review) . 
3. One (1) copy of the previous CSF dated November 25, 2002 and submitted in response to RED. 
4. EPA Formulator's Exemption Statement, Form 8570-27 

Thank you for your prompt assistance with th is registration action . If you have any questions, please 
contact me at (973) 404-2716 or via e-ma il at paul.larson@reckittbenckiser.com. 

d-COfl/1 is a registered trademark of Reckitt Benckiser Inc. 

RE CK ITT BEN CK ISER INC . 

I 6SS Valley Road . P.O . Box 943 . Wayne , NJ 07474 -0943 

TEL: (973) -6 33 - 3600 FA X: (9 73 )- 633 -363 3 

•••••• • • • . . 

• • •••••• • 
•• • • • • • • 

• .... 
• •••••• • ••• • • • • • • 

••••• • • 
• • • •• •• 

• • • • • • 
•••• • • •••• 
•••• • • • • • 

RB l/RCC/PRL-11 2904 
29



Reckitt Benckiser Inc. 
November 29, 2004 

Page 2 of 2 
*** Contains Confidential Business Information *** 

Updated Confidential Statement of Formula (CSF) * 
ford-CO~ Ready Mixed Baitbits, EPA Reg. 3282-81 

REGISTRANT ADDRESS CHANGE: Current Parsippany address is noted in Box 1. Change of 
address (COADR) previously notified for EPA Co. No. 3282 and currently reflected in PPIS. 

GENERAL NOTE:  
 

 
 

All four d-CON® end-use registrations (EPA Reg . No. 3282-65, -66, -74, - 81) have the same 
formula (4-PA-165). 

 

 
  

 
  

Brodifacoum 
• No change in supplier or nominal concentration . Slight narrowing of certified limits. 
•  

 
 

  
 

 
  

 
 

 

 

 
  
  

 
  
  

 
• • •••••• • 

  
  

•••••• 
 : • : 

  • • • • • • 

•• • • • • • •• 
• 

•••• • • •••• 
 • • • : 

  •• •• 
 • • • • • • 

•••• • • 
•• Previous CSF dated November 25, 2002 submitted in response to RED; EPA Product Chemistry Review, 7/JAN/2rns~ • 
p.2., 3. "The submitted CSF, a basic formulation dated 25/NOV/02, has been filled out completely and correctly . ... Th~ ••• 
CSF is acceptable.". • • : • 

. 
••• Certified limits consistent with 40 CFR 158.175 (b)(2) . 

d-CO is a registered trademark of Reckitt Benckiser Inc. 

RBl/RCC/PRL-112904 
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JRN.19.2005 3=19PM 

&EPA 

R.eckltt Benckiser Inc:. 
399 Interpace ParkWay 
Parsippany, NJ 07054-0225 

RECKITT BENCKISER N0.722 

Fortl"t A ro\'l!d. OMS No. 2070-0080. A 
u111i.d sum 

Environmental Protection Agency 
WHhln;tnn, DC 10460 

Formulator's Exemption Statement 
(40 CFR 152.85} 

EPA Fil• $yrnbol/Aagi•tretic111 Numb•t 
3828-81 

Product N•m11 
d-CON® Ready MiXed Elailbits 

P.5 

iretW1·t8. ··1 

Dat• of Confid•ntlll St.tarn.nt of Formul• lfPA /:otm 8510-41 

Novamber 29, 2004 

As an 1uthorized representative of the applicant for registration of the product identified above, I canify that: 

t 11 Thi& product eontilins the following active ingredlent(s): 

Brodifacoum  ) 
J.3·[3-(4'-bromo(1, 1'-biphanyij4·yl)·1.2,3,4-tetrahydro-1 -naphthaleny~-4-hydroxy-2H·1 ·benzopyran-2-one] 

C2) Of these, each active ingredient listed in paragraph (41 is present solely as the result of the use of that active 
ingredient In the manufacturing, formulation OI' repackaging anothl!lr product which contains that ai:tiv• ingredient 
which is registered under FIFRA Sec.tion 3, is purchased by us from another groducer, and is labeled for at lent 
each use for which my l)roduct is proposed to be labeled. 

(31 Indicate by checking CAI or IB) below which paragraph applies: 

ICJ 

IA) An accurate Confidemial Statement of Formula (EPA FORM 857o-4J for the above identified product is 
atiachl!ld to this statement. That formula statemem indicates, by company name, registration number, and product 
name, the source of the acti'tle ingredient{s) listed in paragraph {1 ). 

OR 
(Bl The Confidential Statement of Formula tCSFI (EPA Form 8570-4\ referenced above and an file with the EPA is 
complete, current; and accurate and contains the information required on the currl!lnt CSF. 

(4) The following active ingredients in this product qualify for the formulator's exemption. 

Aotivt ln;rwdient 

difac:oum 

Sign•ture 

Source 
Prochlot N1m• Aeoilttltion Number 

Name and Title Date 
Paul R. Larecn, Mgr., Regiet. & Reg1.11. Compliance le 

Whiu • EPA oopy 
Yellow - ~pllotnt eoiw 
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July 5, 2000 

Reckitt & Colman 
1655 Valley Road 
P.O. Box 943 
Wayne, NJ 07474-0943 

Attention: Mr. Sean McNear 

Subject D-Con Ready Mix Generation 
EPA Reg. No. 3282-81 
Review of Data to Support Alternate Formula 
Your submissions of October 12, 1999, and February 8, 2000 

In the above submissions, you submitted product chemistry and effectiveness data to 
support an Alternate Formula containing Bitrex. While such a formula would need its own 
registration, we have reviewed the data to determine if they would be acceptable. Our detailed 
comments follow . 

Chemistry 
data 

\ 
I 

/ 

The chemistry data were acceptable except for the storage stability data 
(MRID No. 450377-01) for the following reasons: 

1. After one year, the amount of active ingredient was less than the lower 
certified limit. This reduction in active ingredient would not likely 
affect efficacy. However, it could cause enforcement problems if EPA 
picked up a sample and found the amount of active to be lower than the 
lower certified limit. 

2. The product is a pulverized version of another product. You reported 
identical results for both products. Was a study actual conducted on 
this product? 

\ 
I 

~ 
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Review of 
CSF 

Effectiveness 
data 

Page 2 of 4 

Your Confidential Statement of Formula (CSF) for an Alternate Formulation, 
dated October 6, 1999, was unacceptable for the following reason. Except for 
a limited range of approved dye substitutions, we do not permit alternate 
formulations for rodenticide baits. We do not permit "with Bitrex" and 
"without Bitrex" formulations under a single registration number. You must 
either 

1. replace the current formulation of 3282-81 with the new Bitrex
containing formulation or 

2. apply for a new registration for the Bitrex-containing formulation. 

Comparing your proposed revised Confidential Statement of Formula (CSF) of 
October 6, 1999, with the current CSF ofrecord for 3282-81 reveals that many 
modifications to the formulation are proposed which are unrelated to the 
proposed addition of Bitrex. 

The rat placepack-penetration study (MRID No. 449496-03) is not acceptable 
for the following reasons: 

1. The testing facility's failed to provide an adequate amount of 
challenge diet at the onset of the bait-exposure period. This 
deficiency biased the test in favor of the product as about 5 times as 
much bait as challenge diet was available to rats at the beginning of 
the test. 

2. The description of test material as a pelleted bait in a placepack 
would seem to make the study irrelevant in any case to 3 282-81, 
which is supposed to consist of pulverized bait (formerly pelletized) 
in bait trays. 

3. Other problems with this study include the failure to report raw data, 
failure to control the test environment (which was always too dry and 
usually too cold), and procedural irregularities involving the handling 
of animals. 

4. The test material should not have been frozen prior to use because 
people who retail and buy rat-and-mouse baits are neither instructed 
nor expected to freeze baits until it is time to use them. 
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Effectiveness 
data
continued 

Status of 
revised 
labeling 

Page 3 of 4 

5. The relevance of this study to the proposed new formulation is not 
established in the bioassay report, which does not mention Bitrex and 
does not identify a batch number for the test material. A batch 
number mentioned in the report of analysis is not mentioned in the 
report for the bioassay and probably was assigned by the testing 
facility rather than the formulator. 

The mouse placepack-penetration study (MRID No. 449496-03) is not 
acceptable at this time for the following reasons: 

1. Problems with this study include the failure to report raw data, failure 
to control the test environment (which was always too dry and usually 
too cold), and procedural irregularities involving the handling of 
animals . 

2. The test material should not have been frozen prior to use because 
people who retail and buy rat-and-mouse baits are neither instructed 
nor expected to freeze baits until it is time to use them. If raw data 
are provided, we will reconsider this study. 

3. The description of test material as a pelleted bait in a placepack 
would seem to make the study irrelevant in any case to 3 282-81, 
which is supposed to consist of pulverized bait (formerly pelletized) 
in bait trays. 

4. The relevance of this study to the proposed new formulation for 
3282-81 (or any of your other products) is not established in the 
bioassay report, which does not mention Bitrex and does not identify 
a batch number for the test material. The batch number mentioned in 
the report of analysis is not mentioned in the report for the bioassay 
and probably was assigned by the testing facility rather than the 
formulator. Without appropriate documentation, we cannot be sure 
to what formulation this study applies. 

A review of the administrative record for this product revealed that your 
company has failed to respond to our July 1, 1999, letter that required 
submission of revised labeling on an expedited basis. The labeling problems 
mentioned in that letter were originally raised in communications from at least 
1996. This item needs your immediate attention. 

34



Page 4 of 4 

EPA Contact If you have questions about this letter, please contact me at 703-305-5407 (by 
phone), 703-305-6596 (by fax), or peacock,dan@epa.gov (by E-Mail). 

Sincerely yours, 

~acock, Biologist 
Insecticide-Rodenticide Branch 
Registration Division (7504C) 

Letter Filed A:\3282-81.wpdJune 30, 2000 
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Efficacy Review: d-CON READY MIXED GENERATION II, 3282-81 
Reckitt & Colman Company Inc. 
Montvale, NJ 07645-1575 

200.0 INTRODUCTION 

200.1 Uses 

3282-81 is a 0.005% Brodifacoum dry bait in 3-oz bait trays 
conditionally registered to control Norway rats, roof rats, 
and house mice 

"in and around homes, industrial, commercial, 
agricultural and public buildings . . . [and] in 
transport vehicles (ships, trains, aircraft) and 
in and around related port or terminal buildings." 

200.2 Background Information 

See efficacy reviews of 1/18/89, 7/16/90, 10/15/90, 
1/30/96, and 5/25/99, along with other information in this 
product's jacket. This product was initially registered on 
2/1/89. "Current" labeling was "ACCEPTED with COMMENTS" on 
1/28/99. Reckitt and Colman (R&C) did not submit final 
printed labeling in response to EPA's letter of 1/28/99. 
Instead, R&C submitted new proposed revised labeling to 
which IRB has objected. 

In the efficacy review of 5/25/99, I noted the company's 
past delinquencies in properly labeling this and its other 
rodenticide products and commented extensively on proposed 
revised labeling submitted on 3/10/99. Although slightly 
modified, these comments were passed on to R&C via IRB's 
letter of 7/1/99. R&C was given 30 days to respond or have 
the product subject to cancellation proceedings. 

By or before 9/27/99, a Patricia Sheehy of R&C contacted 
Grace Robiou of IRB claiming that the letter of 7/1/99 did 
not get to her until August, although I had notes to the 
effect that Sheehy had inquired of Robiou on 7/14/99 about 
using up old labels for this and two other d-Con products. 
On 9/28/99, IRB granted R&C another 75 days ("from the date 
of receipt of this notice"). That period of time should 
have expired more than two weeks ago. 

The label comments in the efficacy review of 5/25/99 
pertained primarily to proposed promotional statements and 
the use of graphics on labels. There also was a proposal 
to modify the "APPLICATION DIRECTIONS:" subsection of the 
"DIRECTIONS FOR USE" in a way which would have directed 
placement of 3 ounces of unprotected bait at 8- to 12-foot 
intervals for the purpose of controlling house mice. In 
the efficacy review of 5/25/99, I noted: 
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The new text seems to negate the bait station 
requirements which appear elsewhere on the label 
and reads like a prescription for exposing young 
children and dogs of all ages to Brodifacoum. Not 
only does the proposed new text imply that the 
bait placements may be unprotected, each of these 
placements would consist of 3 oz. of bait rather 
than the typical 1/4-1/2 oz. 

d-CON baits predominate in the over-the-counter rodenticide 
market in the U.S. and, consequently, also are implicated 
in the greatest numbers of exposure incidents involving 
young children. Adopting the proposed text might have 
ensured continuing domination in the latter category 
regardless of whether current sales trends were maintained. 

The promotional claims issues boiled down to proposed 
statements which were counter to regulatory prohibitions 
against making "false or misleading" statements in 
pesticide labeling. 

The graphics issues pertained to depictions traditionally 
used for this product and 3282-66 regarding how the product 
should be used. Many of the illustrations convey messages 
which are inconsistent with required label text and 
responsible use. The graphics issue has been raised with 
this company regarding this product in letters going back 
at least as far as 2/1/96. In the efficacy review of 
5/25/99, I disagreed sharply with R&C's characterization of 
the impact of the graphics traditionally used, as it was 
presented in a letter of 3/10/99 from Bob Fellows. 

This review discusses portions of R&C's submission of 
10/12/98 for 3282-81. The materials routed to me include a 
cover letter, "Administrative Materials'' including an 
amendment form dated 10/11/99 and a Confidential Statement 
of Formula (CSF) dated 10/6/99, and reports of two 
laboratory efficacy studies. In the cover letter, Sean 
McNear states that R&C proposes "an alternate formulation 
amendment" for this product "to incorporate the ingredient 
Bitrex". McNear's letter does not mention labeling. 

R&C's decision to propose to include Bitrex in the 
formulation of 3282-81 probably was influenced by the 
Rodenticide Cluster RED, which was mailed by SRRD on 8/3/98 
(and dated "July 1998"). That RED included "Phase 1" 
requirements for reformulation of all rodenticide baits, 
except those "used exclusively at agricultural sites", to 
include an "Indicator Dye and Bittering Agent". Whatever 
the impetus, we do not permit "with-and-without-Bitrex" 
alternate formulations for rodenticide baits. 

2 
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•, 

Bitrex (Denatonium Benzoate) is a substance that tastes 
extremely bitter to humans but appears to be not quite as 
aversive to other mammals. In the late 1980's, its use as 
an adulterant of rodenticide baits first was proposed to 
us. We agreed that the substance could be added as long as 
it were demonstrated that the new formulation did not 
adversely affect the performance of the bait in laboratory 
efficacy tests. We did not require demonstrations that the 
Bitrex-containing baits worked under field conditions 
because of the expense of such tests and the fact that we 
did not require field tests for other formulation changes 
for "old-chemical" rodenticide active ingredients. Because 
Bitrex could possibly have adversely affected efficacy in 
actual use if not in the laboratory, because there were 
potential label changes associated with inclusion of 
Bitrex, and because of a traditional policy against 
alternate formulations for rodenticide baits, we did not 
permit Bitrex to be added in alternate formulations. (The 
only alternate formulations permitted for rodenticide baits 
are certain approved dye substitutions.) 

Since the Rodenticide Cluster RED was issued, SRRD has 
convened Stakeholder meetings and assorted other meetings 
to discuss the requirements stated in the RED. It now 
appears that SRRD is likely to abandon the requirement to 
add the indicator dye and probably that for the bittering 
agent as well. 

If adding a bittering agent to this bait would reduce the 
extent of exposures of children to it without adversely 
affecting the effectiveness of the product in controlling 
house mice, the formulation change would be a good thing, 
considering the history of evident misuse of d-Con baits 
(which dominate the over-the-counter rodenticide market in 
the U.S.). A bittering agent would not be expected to 
reduce the number of child exposure incidents that occur 
but might reduce the amounts of bait taken in. Bittering 
agents probably would not deter feeding on baits by 
infants. The most popular bittering agent (Bitrex) for 
adulterating baits would not be expected reduce the 
occurrence or extent of exposures of dogs and other 
nontarget animals to rodenticide baits. If 3282-81 were 
only used according to the wording on the labeling that we 
have accepted for it, there would be no need for a 
bittering agent in the formulation because primary 
nontarget exposures would be virtually precluded. 

201.0 DATA SUMMARY 

This product initially was registered without supporting 
efficacy data. Submission of efficacy data "within 15 
months" of the date of registration was one of the 

3 
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conditions of registration. Efficacy data relevant to the 
current composition of 3282-81 (see CSF of 12/5/88) were 
discussed in the efficacy reviews of 5/14/90 and 7/16/90. 
In the latter review, I accepted rat and mouse efficacy 
data for 3282-66. In that same review, I rejected the rat 
efficacy data submitted for 3282-81 because the bait was 
poorly accepted by most subjects and composite bait 
acceptance scores for the replicates were 28.1% and 18.1%, 
well below the 33% criterion. There also were 3 survivors 
(all males) among the 40 rats exposed to the toxic bait in 
these choice-test replicates. 

The efficacy review of 10/15/90 discussed results of two 
additional replicates of rat efficacy trials with what was 
claimed to be the 3282-81 product. In those trials, 
composite bait acceptance scores were 40.3% and 45.0%, with 
all bait-exposed animals dying. However, there were 3 
extremely marginal feeders (<5% acceptance). As the 
identity of the test material to the current composition of 
3282-81 was not clearly established, the efficacy data 
discussed in the efficacy review were not accepted. To 
this day, it appears that the registrant has failed to 
establish this link and, therefore, that the rat claims 
made for 3282-81 technically still are not supported. 

The relatively poor acceptance of 3282-81 may have been due 
to the fact that it consists of crumbled 3282-74 pellets 
(see efficacy review of 1/18/89). 3282-81 was created as a 
Brodifacoum-containing counterpart to d-Con's "READY MIXED" 
Warfarin-containing bait, 3282-4, when the d-Con Company 
replaced its Warfarin line with Brodifacoum baits. An 
important difference between the two products is that the 
well-accepted 3282-4 (still registered) is largely a 
mixture of grains while 3282-81 consists of crumbled 
pellets which would be expected to be inefficient for rats 
to eat and not particularly attractive to them. 

For reregistration, new efficacy data definitely will have 
to be generated for 3282-81 product if d-Con wishes to 
retain any sort of single-feeding claim for these products. 
If any of the Phase I reformulation requirements (indicator 
dye and bittering agent) from the Rodenticide Cluster 
Reregistration Eligibility Decision (RED), which pertains 
to Brodifacoum and 5 other compounds, remain in force 
following the ongoing "Stakeholder" meetings, this product 
will have to be re.formulated and tested for efficacy. 
Currently, this product contains a dye but no bittering 
agent. 

The CSF of 10/6/99 differs from that of 12/5/88 in many 
ways. Bitrex is not mentioned on the CSF of 10/6/99, but 
would be included by switching the source product for 
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To make a bait that is nominally 0.005% Brodifacoum, the 
   

 

 
 

 

 

 
if the CSF of 10/6/99 were 

accepted. 

The efficacy reports submitted on 10/12/99 are cited and 
discussed individually below. 

Mach, J.J. (1999a) Standard Norway rat (Rattus norvegicus) 
anticoagulant placepack dry bait laboratory test method 
with d-Con Bait Pellets II Kills Rats and Mice or d-Con 
LIM-NS Rat Killer. Unpublished report, Study No. 98047, 
Genesis Laboratories, Inc., Wellington, CO. 47 pp. 

MRID# 449496-03 

This study was completed on 3/15/99, well after the RED was 
to be mailed to registrants. The bioassay itself was begun 
in January of 1999. The study was a placepack-penetration 
test. Such a study is not needed for 3282-81, which is a 
bait-tray product. 

The test substance used in this study is described as "a 
rodenticide bait containing 50 ppm brodifacoum" and as 

"light blue-green pellets in a cellulose packaging 
approximately 3 x 5 inches in dimension with an 
average weight of 34.6 ± 0.6 grams." 
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3282-81 is supposed to consist of crumbled pellets rather 
than intact pellets. Therefore, this study seems to be 
irrelevant to 3282-81. 

Following receipt by the test facility, the bait was 
11 placed in a walk-in freezer. 11 The relevant protocol 
(1.217) for this type of study makes no mention of storage 
conditions for the test material. The assumption (and 
practice when we had a test facility) is that the bait is 
to be stored at room temperature to simulate conditions 
during the, shipping, marketing,and pre-use storage phases 
of product life. I do not know to what extent freezing and 
thawing might alter the palatability of a bait such as 
3282-74 (the pelleted bait in placepacks that may have been 
used in this study) . 

There is no batch number indicated in the efficacy report 
itself. A report of chemical analysis appended to the 
efficacy report appears to claim the test material -- 11 98-
TS-4311 -- to have been 0.00547% (±0.00015) Brodifacoum. 
Reportedly, no Brodifacoum was found in the challenge diet 
(LoD = 0.000053%, LoQ = 0.000188%). The sample number 
probably was assigned by the test facility. 

Study subjects were selected from a pool of 11 Sixty-six 
Norway rats (32 female, 32 male) 11 of the Wistar laboratory 
strain. The rats were obtained from Harlan Sprague Dawley. 
The rats reportedly were 

housed in pens in groups of 10 plus an extra 
animal in pens A, B, C, and D for assurance only 
healthy rats were used for the exposure test. The 
pens had a solid concrete bottom and aluminum 
metal wall that had a floor surface area of 18,347 
cm2

• 

That area is equivalent to that of a 4.44-ft square. The 
11 extra animal 11 approach certainly is not called for in 
Protocol 1.217. 

The animals were maintained on laboratory chow for 7 days 
prior to the start of the test. Rats were assigned to one 
of two test groups or to the control group. At the start 
of the acclimation period, each test group consisted of 10-
11 males and 10-11 females (i.e., one single-sex subgroup 
for each gender) . According to Mach, 

At the end of acclimation, 1 rat was arbitrarily 
removed from the pens with 11 animals so 10 
healthy rats remained in each of the pens for the 
exposure test. 
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While it is preferred to start bait-exposure periods with 
10 healthy animals per subgroup (see below), culling an 
animal from a social group right before that period begins 
would be a disruptive procedure. If animals become 
unhealthy during the acclimation period, there might be 
other factors working in concert w~th the toxicant to cause 
mortality once the bait-exposure period begins. 

For the bait exposure and follow-up periods, 3 food 
containers ("identical metal cups") were positioned "on 
opposite sides of the pen"(?). The food containers were 
used to provide 

A total of approximately 90 grams of challenge 
diet was presented in each treatment and control 
pen at the beginning of the test. On Day 1 of the 
exposure test, more challenge diet was added to 
the cups because the rats appeared to be eating 
the entire amount. The cups were almost filled 
throughout the remainder of the study. 

The most recent ("9-3-92") version of Protocol 1.217 
permits "single-sex subgroups of 5 or 10 animals" and 
indicates that challenge diet "should be available in each 
cage at all times". The traditional rule-of-thumb for 
consumption/wasting of bait by a Norway rat is "an ounce of 
grain a day". By that index, more than 283 g of bait 
should have been placed in a pen occupied by 10 rats to 
ensure that challenge diet was present "at all times". 
Mach's account suggests that rats depleted most of the 
challenge diet (about 30% of the minimum that should have 
been placed) early on the first day of the bait exposure 
period. Such depletion may have increased interest in 
placepacks. In my opinion, the failure to provide enough 
challenge diet at the onset of the bait-exposure phase 
renders this study worthless as an efficacy trial. 

Mach reports that "15 individual placepacks" were deployed 
in each test-group pen at the start of the bait-exposure 
period. This means that there was about 5 times as much 
bait as challenge diet available to rats at the start of 
the actual test. 

The bait exposure period was to have been maintained for 15 
days (as Protocol 1.217), but all test-group rats were dead 
after 12 days. Control-group animals were maintained on 
challenge diet for 17 days (1/4-1/21/99), which represented 
a 12-day test phase and a 5-day follow-up. Mach issued a 
"PROTOCOL AMENDMENT" on 2/18/99 to cover this change in 
procedure, which occurred on or about 1/16/99. At 
paragraph 8.1, Protocol 1.217 requires that the control 
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group be maintained for the full scheduled 15-day baiting 
period plus the 5-day follow-up period. 

Mach reports that all 20 bait-exposed males died and that 
all 20 bait-exposed females also died. The mortality 
scores of 100% for both replicates exceeded the criterion 
of 90% mortality for Protocol 1.217. According to the 
report, signs of premorbid toxicity reportedly were 
observed in at least some of these victims. The females 
died 3-12 days after the onset of bait exposure, while the 
males died in 4-10 days. All control-group animals 
reportedly survived and showed no "signs of intoxication". 

At the "Initiation of Exposure" males were heavier than 
females. At that time, females averaged 229 g in the 
control group and 227 g and 229 g in the two test groups. 
Males averaged 259 g in the control group and 259 g in each 
of the two test groups. 

Fourteen of 16 test-group females for which weight at death 
was determined lost weight after the onset of the bait
exposure period. Two females gained (3 and 6 g). Final 
weights were not determined for two females for each test 
group because 

The female rats numbered 4 and 5 of Pen F were 
mixed up with two females from Pen B. 

Over the same period of time, all 10 control-group females 
gained weight (16-67 g) . 

Nineteen of 20 test-group males lost weight after the start 
of the bait-exposure period. One test-group male gained 7 
g. All 10 control group males gained weight (42-82 g). 

Mach's "Table III" indicates that 62 and 68 placepacks were 
deployed in the two test subgroups comprised by males, with 
53 reported to have been "Consumed" by each male subgroup 
and the other 9 and 15 packs "Remaining". For one female 
subgroup, the numbers were 65 packs deployed, 50 
"Consumed", and 15 "Remaining". For the other female 
subgroup, the numbers were 90 packs deployed, 77 
"Consumed", and 13 "Remaining". 

The test environment reportedly ranged wildly in 
temperature, the mean daily maximum and minimum 
temperatures being 20±1°C and 14±1°C, respectively, in the 
acclimation period; and 19±1°C and 14±1°C, respectively, 
over the bait-exposure and follow-up periods. Actual 
temperatures reported ranged from 13°C to 21°C (55.4-
69.80F) during the acclimation period and 12°C to 21°C 
(53.6-69.8°F) during the bait-exposure and follow-up 
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periods. The relevant EPA protocol (1.217) requires 
temperatures to be between 20°C and 25°C (68-77°F). 

Mean maximum and minimum daily relative humidities were 
33±3% and 28±3%, respectively, during the acclimation 
period. Mean maximum and minimum daily relative humidities 
were 32±5% and 26±2%, respectively, during the bait
exposure and follow-up periods. These means were below the 
required range of 50-55%. Actual relative humidities 
ranged from 24% to 37% during the acclimation period and 
24% to 45% during the bait-exposure and follow-up periods. 
These figures and the temperature data suggest that 
temperature and humidity were not well controlled in the 
test room and that outdoor ambient conditions greatly 
affected indoor conditions. 

This study is not acceptable because of the failure to 
provide an adequate amount of challenge diet at the onset 
of the bait-exposure period. The description of test 
material as a pelleted bait in a placepack would seem to 
make the study irrelevant in any case to 3282-81, which is 
supposed to consist of pulverized bait (formerly 
pelletized) in bait trays. Other problems with this study 
include the failure to report raw data, failure to control 
the test environment (which was always too dry and usually 
too cold) , and procedural irregularities involving the 
handling of animals. The test material should not have 
been frozen prior to use because people who retail and buy 
rat-and-mouse baits are neither instructed nor expected to 
freeze baits until it is time to use them. 

The relevance of this study to the proposed new formulation 
is not established by Mach's report, which does not mention 
Bitrex and does not identify a batch number for the test 
material. The batch number mentioned in the report of 
analysis is not mentioned in the report for the bioassay 
and, in any case, probably was assigned by Genesis rather 
than the formulator. 

Mach, J.J. (1999b) Standard house mouse (Mus musculus) 
anticoagulant placepack dry bait laboratory test using 
d-Con Bait Pellets II Kills Rats and Mice or d-Con Bait 
Pellets II Kills Mice. Unpublished report, Study No. 
98046, Genesis Laboratories, Inc., Wellington, CO. 46 
pp. 

MRID# 449496-02 

This study was completed on 3/15/99, well after the RED was 
to be mailed to registrants. The bioassay itself was begun 
in December of 1998. The study was a placepack-penetration 
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test. Such as study is not needed for 3282-81, which is a 
bait-tray product. 

The test substance used in this study is described as "a 
rodenticide bait containing 50 ppm brodifacoum" and as 

"light blue-green pellets in a cellulose packaging 
approximately 3 x 5 inches in dimension with an 
average weight of 34.6 ± 0.6 grams." 

3282-81 is supposed to consist of crumbled pellets rather 
than intact pellets. Therefore, this study seems to be 
irrelevant to 3282-81. 

Following receipt by the test facility, the bait was 
"placed in a walk-in freezer." The relevant protocol 
(1.218) for this type of study makes no mention of storage 
conditions for the test material. The assumption (and 
practice when we had a test facility) is that the bait is 
to be stored at room temperature to simulate conditions 
during the, shipping, marketing, and pre-use storage phases 
of product life. I do not know to what extent freezing and 
thawing might alter the palatability of a bait such as 
3282-74 (the pelleted bait in placepacks that probably was 
used in this study) . 

There is no batch number indicated in the efficacy report 
itself. A report of chemical analysis appended to the 
efficacy report appears to claim the test material -- "98-
TS-43" -- to have been 0.00547% (±0.00015) Brodifacoum. 
Reportedly, no Brodifacoum was found in the challenge diet 
(LoD = 0.000053%, LoQ = 0.000188%). The sample number 
probably was assigned by the test facility. 

Study subjects were selected from a pool of 63 adult Swiss
Webster strain laboratory house mice obtained from a 
commercial source. Mice reportedly were 

housed 
animal 
and F. 
for the 
bottoms 
area of 

in pens in groups of 10 plus an extra 
during the acclimation period in pens B, C, 

For assurance only healthy mice were used 
exposure test. The pens had a solid metal 
and metal walls and had a floor surf ace 
6813 cm2

• 

That area is equivalent to that of a 2.7-ft square. The 
"extra animal" approach certainly is not called for in 
Protocol 1.218. 

The animals were maintained on laboratory chow for 7 days 
prior to the start of the test. Mice were assigned to one 
of two test groups or to the control group. At the start 
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of the acclimation period, each test group consisted of 10-
11 males and 10-11 females (i.e., one single-se~ subgroup 
for each gender) . According to Mach, 

Two male mice from pen D died on days 6 and 7 of 
the acclimation period. On the same day as they 
died, the dead mice were replaced by healthy mice 
from pens B and F. No diseases were observed and 
no medication was provided to any of the mice. A 
single female mouse was arbitrarily removed from 
pen C so only 10 mice were in all of the treatment 
groups. 

While it is preferred to start bait-exposure periods with 
10 healthy animals per subgroup (see below), culling an 
animal from a social group right before that period begins 
would be a disruptive procedure. Even more disruptive 
would be adding one of such culled animals to each of two 
male subgroups. If animals become unhealthy during the 
acclimation period, there might be other factors working in 
concert with the toxicant to cause mortality once the bait
exposure period begins. 

At the start of the acclimation period and throughout the 
study, mean weights of male and female subgroup animals 
were equal within each group. In the control group, male 
and female subgroups both averaged 20.5 g. In one of the 
test groups, male and female subgroups also both averaged 
20.5 g. In the second test group, male and female 
subgroups both averaged 21.0 g. 

For the test, each pen was equipped with two food 
containers ("identical metal cups") deployed "on opposite 
sides of the pen." These cups were loaded with a total of 
80 g of EPA rat-and-mouse challenge diet. (Mach reports 
that "a rat challenge diet was used for this test". My 
current copies of Protocols 1.217 and 1.218 describe the 
same challenge diet composition and particle sizes for rats 
and mice.) Six place packs containing the test bait were 
also offered. The bait exposure period lasted 13 of a 
scheduled 15 days. Mach shortened the bait-exposure period 
because all test-group mice died within 13 days of its 
onset and moved the control group animals to the 5-day 
follow-up period. Protocol 1.218 (paragraph 8.1) states 
that the test is not to be shortened 

even if all mice exposed to the toxic bait die in 
less than 15 days. 

Mach reports that all 20 bait-exposed males died and that 
all 20 bait-exposed females also died. The mortality 
scores of 100% for both replicates exceeded the criterion 
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of 90% mortality for Protocol 1.218. According to the 
report, signs of premorbid toxicity reportedly were 
observed in at least some of the apparent victims. The 
females died 4-13 days after the onset of bait exposure, 
while the males died in 4-10 days. All control-group 
animals reportedly survived, showing no "signs of 
intoxication or sickness". 

Nineteen of 20 test-group females lost weight after the 
onset of the bait-exposure period. One female victim 
gained 0.5 g (the limit of precision of the weighing 
effort) . Over the same period of time, 3 of 10 control
group females lost weight (1.0-3.5 g, despite showing no 
signs of sickness), while 6 gained (0.5-3.0 g) and one 
maintained. Nineteen of 20 test-group males lost weight 
after the start of the bait-exposure period, with the other 
male maintaining his weight despite dying. Two of 10 
control group males lost weight (1.5 g and 4.5 g), while 7 
gained (0.5-6.0 g) and one maintained. Loss of weight in 
control-group animals usually is rare in laboratory 
efficacy studies. 

Mach's "Table III" indicates that 10 and 12 placepacks were 
deployed in the two test subgroups comprised by males, with 
4 and 6, respectively, reported to have been "Consumed" by 
each subgroup and the other 6 packs per subgroup 
"Remaining". For one female subgroup, the numbers were 22 
packs deployed, 16 "Consumed", and 6 "Remaining". For the 
other female subgroup, the numbers were 29 packs deployed, 
24 "Consumed", and 5 "Remaining". 

The test environment reportedly ranged wildly in 
temperature, the mean daily maximum and minimum 
temperatures being 20±1°C and 15±1°C, respectively, in the 
acclimation period; and 21±1°C and 15±3°C, respectively, 
over the bait-exposure and follow-up periods. Actual 
temperatures reported ranged from 14°C to 21°C (57.2-
69.80F) during the acclimation period and 10°C to 22°C (50-
71.60F) during the bait-exposure and follow-up periods. 
The relevant EPA protocol (1.218) requires temperatures to 
be between 20°C and 25°C (68-77°F) . 

Mean maximum and minimum daily relative humidities were 
29±2% and 23±1%, respectively, during the acclimation 
period. Mean maximum and minimum daily relative humidities 
were 27±5% and 22±3%, respectively, during the bait
exposure and follow-up periods. These means were well 
below the required range of 50-55%. Actual relative 
humidities ranged from 22% to 33% during the acclimation 
period and 15-41% during the bait-exposure and follow-up 
periods. 
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Based on the information provided, I will not accept this 
study at this time. There is no reporting of raw data. The 
test environment was not well controlled and the shifting 
of animals from pen to pen is an irregular procedure. This 
study may be salvageable if the raw data are provided, but 
the study does not seem to be relevant to 3282-81 because a 
different product and bait form was used. 

The relevance of this study to the proposed new formulation 
is not established by Mach's report because it does not 
mention Bitrex and does not identify a batch number for the 
test material. The batch number mentioned in the report of 
analysis is not mentioned in the report for the bioassay 
and probably was generated by Genesis rather than the 
formulator. 

202.0 CONCLUSIONS 

1. Except for a limited range of approved dye 
substitutions, we do not permit alternate formulations 
for rodenticide baits. We do not permit "with Bitrex" 
and "without Bitrex" formulations under a single 
registration number. Comparing your proposed revised 
Confidential Statement of Formula (CSF) of October 6, 
1999, with the current CSF of record for 3282-81 reveals 
that wholesale modifications to the formulation are 
proposed which are unrelated to the proposed addition of 
Bitrex. You must either replace the current formulation 
of 3282-81 with the new Bitrex-containing formulation or 
you must apply for a new registration for the Bitrex
containing formulation. 

2. The rat placepack-penetration study (MRID No. 449496-03) 
is not acceptable because of the testing facility's 
failure to provide an adequate amount of challenge diet 
at the onset of the bait-exposure period. This 
deficiency biased the test in favor of the product as 
about 5 times as much bait as challenge diet was 
available to rats at the beginning of the test. 

The description of test material as a pelleted bait in a 
placepack would seem to make the study irrelevant in any 
case to 3282-81, which is supposed to consist of 
pulverized bait (formerly pelletized) in bait trays. 
Other problems with this study include the failure to 
report raw data, failure to control the test environment 
(which was always too dry and usually too cold) , and 
procedural irregularities involving the handling of 
animals. The test material should not have been frozen 
prior to use because people who retail and buy rat-and
mouse baits are neither instructed nor expected to 
freeze baits until it is time to use them. 
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The relevance of this study to the proposed new 
formulation is not established in the bioassay report, 
which does not mention Bitrex and does not identify a 
batch number for the test material. A batch number 
mentioned in the report of analysis is not mentioned in 
the report for the bioassay and probably was assigned by 
the testing facility rather than the formulator. 

3. The mouse placepack-penetration study (MRID No. 449496-
03) is not acceptable at this time. Problems with this 
study include the failure to report raw data, failure to 
control the test environment (which was always too dry 
and usually too cold), and procedural irregularities 
involving the handling of animals. The test material 
should not have been frozen prior to use because people 
who retail and buy rat-and-mouse baits are neither 
instructed nor expected to freeze baits until it is time 
to use them. If raw data are provided, we will 
reconsider this study. 

The description of test material as a pelleted bait in a 
placepack would seem to make the study irrelevant in any 
case to 3282-81, which is supposed to consist of 
pulverized bait (formerly pelletized) in bait trays. 

The relevance of this study to the proposed new 
formulation for 3282-81 (or any of your other products) 
is not established in the bioassay report, which does 
not mention Bitrex and does not identify a batch number 
for the test material. The batch number mentioned in 
the report of analysis is not mentioned in the report 
for the bioassay and probably was assigned by the 
testing facility rather than the formulator. Without 
appropriate documentation, we cannot be sure .to what 
formulation this study applies. 

[NOTE TO DAN PEACOCK: Even with a 75-day extension given almost 
2 months after the expiration of the 30 
days originally given by our letter of 
7/1/99, revised labeling for this product 
is overdue once again.] 

William W. Jacobs 
Biologist 
Insecticide-Rodenticide Branch 
January 7, 2000 
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DP BARCODE : D261162 

CASE: 027444 DATA PACKAGE RECORD DATE: 11/17/99 
SUBMISSION: S571293 BEAN SHEET Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 305 TECH-LBL REV AMND DATA RE 
RANKING 10 POINTS () 
CHEMICALS: 112701 Brodifacoum (ANSI) 00 . 0050% 

ID# : 003282-00081 D-CON READY MIXED GENERATION II 
COMPANY: 003282 RECKITT & COLMAN INC, HOUSEHOLD PRODUCTS DIVISION 
PRODUCT MANAGER: 04 TINA LEVINE 703-308-7055 ROOM: CM2 219 
PM TEAM REVIEWER: DANIEL PEACOCK 703 -305-5407 ROOM: CM2 221 
RECEIVED DATE: 10/14/99 DUE OUT DATE: 04/21/00 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE: 261162 EXPEDITE: N DATE SENT: 11/17/99 DATE RET.: / / 
.illlliHEMICAL: 112701 Brodifacoum (ANSI) 
W P TYPE: 001 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 04/15/00 

DIV : RD I I I I NEGOT DATE: I I 
BRAN: IRB I I I I PROJ DATE: I I 
SECT: PM04 I I I I 0,/)...,.. 
REVR : ~ /J./ ~ I .99 \/l I OD l!JV 
CONTR: . /' I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Bill, 

please review alternate formula, including data. 
1 of 4 products 

Dan 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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DATE OUT: 12/FEB/2000 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF:Manufacturing-Use [] End-Use Product [X] 
DP BARCODE No.D261163 RECEIVED DATE:14/0CT/1999 REG./File Symbol No.:3282-81 
PRODUCT: D-Con Ready Mixed Generation II, 0.005 3 Brodifacoum MRID 449496-01 
COMPANY NAME: Reckitt & Colman, Inc. Household Products Division Action Code:305 

FROM: 

TO: 

·sami Malak, Chemist £r ''?/?a,&/i
Technical Review Branch/RD (7505C) 

04 Tina Levine/Daniel Peacock 
Insecticide-Rodenticide Branch/RD (7505C) 

INTRODUCTION: 

In a letter dated 12/0CT/1999, the applicant requested review for acceptability an alternate 
formulation, CSF dated 06/0CT/1999. In support of this action, the applicant included some 
product chemistry data pertaining to the physical/chemical properties and the current label, 
approved on 28/JAN/1999, and a basic formulation, CSF dated 14/JUN/1991. 

REVIEW OF PRODUCT CHEMISTRY DATA: 

1. A statement of data confidentiality dated 1 l/JAN/1999 was included with this submission 
claiming no confidentiality of any of the submitted data on the basis of its falling within 
the scope of FIFRA§lO(d)(l)(A), (B), or (C). 

2. A GLP statement dated ll/JAN/1999 was included with this submission to the effect that 
the submitted studies were conducted in compliance with GLP requirements of 
40CFR§160. 

DATA SUBMITTED 

MRID #449496-01 The submitted study entitled: "Bait Pellets End-Use Product: Determination 
of Color, Physical State, Odor, Density, Specific Gravity, and pH", was authored by Ronald J. 
Harkrader, Ph.D.& Valerie L. Fuhrman; Performed by Genesis Laboratories, Inc. of Wellington, 
Colorado; Completed on 15/JAN/1999 (24 pages). 

GRN 830-6302 Color: Green-Blue 

GRN 830-6303 Physical State: Granular solid. 

GRN 830-6304 Odor: Grain-very slight 

GRN 830-7300 Density: 0.712 g/ml 
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GRN 830-7000 pH: 6.61 

FINDINGS: 

1. The subject product is produced by a non-integrated formulation system meaning that the 
technical source, brodifacoum, is registered, Reg. No.  

2.. The subject product is substantially similar to the current basic formulation, CSF dated 
14/JUN/1991, except for using an alternate source ofbrodifacoum, Reg. No.  
instead of the current Reg. No.  No change in the physical/chemical properties 
in the submitted alternate formulation relative to the current basic formulation. 

3. The submitted product's alternate formulation CSF dated 06/0CT/1999 was filled out 
correctly and completely and agree with the label claim nominal concentration as per the 
regulations of PR Notice 91-2. Further, the upper and lower certified limits are within the 
standard limits of 40CFR§158.175(b)(2). All ingredients claimed on the CSF are cleared 
for use in pesticide formulations. 

CONCLUSIONS: 

We have no objections for approval of the submitted alternate formulation, CSF dated 
06/0CT/1999. 

cc:S. Malak and Central File (Reg. No. 3282-81). 
7505C:RD:TRB:CM-2:Rm.268:s.m.: 12/ APR/2000:703-308-9365: < 3282-81 >. 
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DP BARCODE : D261163 

CASE: 027444 DATA PACKAGE RECORD DATE: 11/17/99 
SUBMISSION: S571293 BEAN SHEET Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 305 TECH- LBL REV AMND DATA RE 
RANKING 10 POINTS () 
CHEMICALS: 112701 Brodifacoum (ANSI) 00 . 0050% 

ID#: 003282 -00081 D- CON READY MIXED GENERATION II 
COMPANY: 003282 RECKITT & COLMAN INC, HOUSEHOLD PRODUCTS DIVISION 
PRODUCT MANAGER: 04 TINA LEVINE 703-308 - 7055 ROOM: CM2 219 
PM TEAM REVIEWER: DANIEL PEACOCK 703 - 305 - 5407 ROOM : CM2 221 
RECEIVED DATE: 10/14/99 DUE OUT DATE: 04/21/00 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE: 261163 EXPEDITE: N DATE SENT: 11/17/99 DATE RET.: I I 
41HEMICAL: 112701 Brodifacoum (ANSI) 

P TYPE: 001 
CSF: y LABEL : y ....,1-<;; ~o 

ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE : 84/15/e-o 
DIV : RD I I I I NE GOT DATE: I I 
BRAN: TRB I I I I PROJ DATE: I I 
SECT: CHEM I I I I 
REVR = -s. 7?ta&/;_ J / .?O I()-{.) +! 12. j rJiJ 
CONTR: I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

chemist, 

please review chemistry data for alternate formula. 

Dan 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADD I TIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC 
261162 

BRANCH/SECTION 
IRB/PM04 

DATE OUT 
11/17/99 

DUE BACK 
04/15/00 

INS 
y 

CSF 
y 

LABEL 
y 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Off ice of Pesticide Programs 

RECKITT & COLMAN INC. 
HOUSEHOLD PRODUCTS DIVISION 
1800 VALLEY ROAD 
WAYNE, NJ 07474 

Report of Analysis for Compliance with PR Notice 86-5 

Thank you for your transmittal of 02/10/00. Our staff 

FEB I 6 2000 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record !D's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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450377-00 

February 8, 2000 

Document Processing Desk (Suppl) 
Office of Pesticide Programs (7505C) 
U.S. Environmental Protection Agency 
Room 223, Crystal Mall 2 
1021 Jefferson-Davis Highway 
Arlington, Virginia 22202-4501 
Attn: Dan Peacock P:M-14 

RE: d-Con Ready Mix Generation II 
EPA Registration Number 3282-81 
OPP Identifier Number 252954 
Supplemental Information on l Year Storage and Stability 

Dear Mr. Peacock: 

Reckitt & Colman Inc. is submitting additional information to support the alternate 
formulation containing Bitrex. In support of this registration action the following 
information is being submitted: 

1) 

45037701 

Bait Pellets End-Use Product Determination of Storage and Stability and 
Corrosion Characteristics. 
Study Number 98040 

If there is any other information that is needed to complete this amendment, please feel 
free to contact me at 973-686-7390. I thank you for taking care of this registration 
submission. 

Sincer~ly: 

12~ tlf1lc_ 61\fa- '-
Sean McNear 
Sr. Regulatory Affairs Specialist 

RECKITT & COLMAN INC.• 1800 Valley Road. P.O. Box 942 
Wayne. New Jersey• 07474-0942 • (973) 633-3600 •Fax (973) 633-3633 

. ' .. . . 

'\ '. ( (' 

' 

. . .. . 
• & .. ~ 

. . 
( ~· ( " .. 

c • 

& _. t ' II . 
• .. .. .. 4. 
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October 12, 1999 

Document Processing Desk (AMEND) 
Office of Pesticide Programs (7505C) 
U.S. Environmental Protection Agency 
Room 223, Crystal Mall 2 
1921 Jefferson-Davis Highway 
Arlington, Virginia 22202-4501 
Attn: Dan Peacock PM-14 

RE: D-Con Ready Mix Generation II 
EPA Registration Number 3282-81 
Amendment for alternate formulation containing Bitrex 

• Dear Mr. Peacock: 

44·34·3s-oo 

Reckitt & Colman Inc. is submitting an alternate formulation amendment for the above 
registration to incorporate the ingredient Bitrex to our D-Con Ready rv1ix Generation II 
product. In support of this registration action the following infonnation is being 
submitted: 

1) EPA Pesticide Registration Form 8570-1, OPP Identification Number 252954. 

2) Confidential Statement of Formula Form 8570-4 dated October 6, 1999. 

3) Product Chemistry Series 63: Physical and Chemical Characteristics 63-2, 63-3, 
63-4, 63-7, and 63-12 study number 98041. 

4) Efficacy study for House Mouse, Guideline 96-10 Commensal Rodenticides, 
study number 98046. 

5) Efficacy study for Norway Rat, Guideline 96-10 Commensal Rodenticides, study 
number 98047. 

If there is any other information that is needed to complete this amendment, please feel 
free to contact me at 973-686-7390. I thank you for taking care of this registration • • 

• " •• ' 6. 

submission. • 

Sincerely: 

~,-f!Ju~ 
~McNear 
Sr. Regulatory Affairs Specialist 

RECKITT & COLMAN INC.• 1800 Valley Road, P.O. Box 942 
Wayne, New Jersey• 07474-0942 • (973) 633-3600 •Fax (973) 633-3633 

. ' ' ' 
• c • ' 

' ' ~ I I ( ( ( 

t. l t .. 

"c.'" l . . . 
• • .... 
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Product Name: D-Con Ready Mix Generation II 

EPA File Symbol 3282-81 

TRANSMIIT AL DOCUMENT 

I. Name and address of submitter: 

Reckitt & Colman, Inc. 
1655 Valley Road 
Wayne, NJ 07645 

2. Regulatory action in support of which this package.is submitted: 

AMENDMENT 

Transmittal date: 

October I I , 1999 

4. Vol. I Administrative materials 

5. 

A) Cover letter 
B) Application 
C) Confidential statement offonnula 

Vol. 2 Product Chemistrv 

Subdivision D: Product Chemistry, Series 63; Physical and Chemical Characteristics 63-2, 63-3, 63-4, 63-7, and 63-12 
Study Title: Bait Pellets End-Use Product: Detennination of Color, Physical State, Odor,· Density/Specific 
Gravity, and pH 
Study Number: 98041 

e Vol. 3 Efficacy '"f li 9 L(Cf ~cV 2. 
Standard House Mouse (Mus musculus) Anticoagulant Placepack Dry Bait Laboratory Test Method with d-Con Baif 

Pellets II Kills Rats and Mice or d-Con Bait Pellets II Kills Mice 
Study Number: 98046 

7. Vol. 4 Efficacy lf lf 1 lf CJ foqi3 
A) Standard Norway Rat (Rattus norvegicus) Anticoagulant Placepack Dry Bait Laboratory Test Mel'1.od with d-

Con Baits Pellets II Kills Rats and Mice or d-Con LIM-NS Rat Killer • - - • • • 
Study Number: 98047 '' '' 

~-fl1k /}lp"", 

f { { t 

Company Official: Sean McNear 

Company Name: Reckitt & Colman Inc. 

Company Contact: Sean McNear (973) 686-7390 

. 
Page I ' ' 

.· .. ·, 
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AMEND:MENT 

APPLICATION FOR AMENDMENT 

IV If I WITH DATA WITIIOUT DATA 

INIT. DATE INIT. DATE 

FEU~ 6? -cXa :9f' FEU 

SIG(DATA) 
PM 

PM -&-1/--

• OPP # 6~ 7,f,-y-

• 

\ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

RECKITT & COLMAN INC. 
1655 VALLEY ROAD 
WAYNE, NJ 07474 

ATT: SEAN MCNEAR 

October 20, 1999 

PRODUCT NAME : D-CON READY MIX GENERATION II 
OPP IDENTIFICATION NUMBER : 252954 
EPA REGISTRATION NUMBER : 3282-81 
EPA RECEIPT DATE: 10/15/99 

SUBJECT : RECEIPT OF AMENDMENT 

Dear Registrant: 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application 
for an amendment . 

The package will now be forwarded to the Product Manager for review 
to determine its acceptability. 

Please note that this is only a notification of receipt and does 
not constitute approval of your application. 

If you have any questions, please contact Dan Peacock, 
Manager 04, at 703-305-5404. 

Sincerely, 

Front End Processing Staff 
Information Services Branch 

Product 

INFORMATION RESOURCES & SERVICES DIVISION 

Internet Address (URL) • http://www.epa.gov 
Recycled/Recyclabl• •Printed with Vegetable 011 Based Inks on Recycled Paper (Minimum 25% Postconsumer) 60
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d .• ease roa 1mtructions on reverse before como/eti- form. Form Annroved. OMB No. 2070-0060. Annroval exoires 05-3 1-98 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 252954 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number D-Con Ready Mix Generation 2. EPA Product Manager 3 . Proposed Classification 

TT Dan Peacork 
0None D Restricted 

4 . Company/Product (Name) 
3282-81 

PM# 
PM-04 

5 . Name and Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Reckitt & Colman Inc. (b)(i), my product is similar or identical in composition and labeling 

1655 Valley Road to: 

Wayne , New Jersey 07474 EPA Reg. No. •' 

D Check if this is a new address Product Name 

Section - II 

[!] Amendment - Explain below. D Final printed labels in response to 

~ D 
Agency letter dated 

Resubmission in response to Agency letter dated .. "Me Too~ Application . -
Notification - Explain below. D Other - Explain below. 

"' 
Explanation: Use additional paga(s) if necessary. (For section I and Section II.) 

Amendment for an alternate formulation to add Bitrex 

Section - Ill 
1. Material This Product Will Be Packaged In: . 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container a Yes" a Yes 8 Yes §Moul Plastic 

No No No Glass 

ll:tification must 
If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

ubmitted 
I 

3. Location of Net Contents Information 4 . Size(s) Retail Container 5. Location of Label Directions 

~ D Container 
~On Label 

Label On Labeling accompanying product 

6 . Miinner in Which Label is Affixed to Product §Lithograph E:l Other Printed on Container 
Paper Pilued 
Stenci ed ... 

Section - IV - -
1 . Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this aP,,,fc;t1o9n.J 

Name Title Telephone~~ i1~~l9ide Area Code) 

Sean McNear Sr. Regulatory Affairs Speciai 
•••• 

.~t •• 973-6~6-7391 . 
Certification • • 6: ~·~~pplication 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and c1i~re\:. • Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or•• • • •§iamped) 
both under applicable law. ••••• •• • • --- -- • 

2. Signatur~/(11Lt 
~ 

3. Title • • • • • • 
Sr. Regulatory Affairs Specialist •••• 

• •• • • • 
4. Typed Name 5. Date •••• 

Sean McNear October 11,1999 

EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. White· EPA File Copy '(original) Yellow - Appllcant Copy 
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I\ •. _, .·. 1"' - ; '"' .. , . ' : . ' ·~ PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public rep.orting burden. for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this bu.rden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protect.ion Agency, 401 M Street, SW, 
Washington, DC 20460. 

\ \ \ . ' 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final p\inted labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 

. \ 

following material must accompany the application: . 

1 .. Certifi'catio\ with Respect:to·Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152,81 (b) (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption-Statement (EPA Form 8570-27i; 
4. Five copies of drah labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate.storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches· should be mounted on 8.5 
x 11 inch paper for submission. __ . _ _ _ . 
Submission of Data - Data submitted in support of this application mu"st be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS:' Please read the instructions listed below before completing this applicati~n. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. · For applications submitted in connection with ·New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, ·if ·one has been assigned by EPA. This number may have been assigned to you as a , 
basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product Number. 

2. EPA ·Product Manager - If known, fill in the name and PM number of the· EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product.. • 
4. Product.Name·-:Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the .same company. Do not include any brand name or company line designations. 
5. Name and Address of Applicant - The name of the firm or. person and address shown in your application is the person or firm to whom the 

registration will b·e issued. If you are acting in behalf of another party, you must.submit authorization from that party to act for. them in registration 
· matters. · An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in ·all 

registration matters. The· name and complete· mailing address of.such an agent must accompanr this application. . · ·• 
6.. Expedited Review - FIFRA section 3 (c) 3 (Bl provides for expedited .review of applications for registration, or.amendments to existing registratrflll.l. 

that are simile~ or identical to other pesticiae products that are currently registered with the EPA. In order for your application to b·e eligible for·· 
expedited review, you must provide us with.the.EPA Registration Number.and·product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical.in both formulation and labeled uses. 

SECTION :II - This section· must be completed. for ell ·applications submitted to emend the registration only of a currently registered product. 
(Amendment), for a resubmission in response to an Agency letter; ·.for notifications to the. Agency, for the submission of final .printed. labeling, for 
reregistration and for any other action that pertains,to a. specific EPA-registered .product; This section• is n.Q! !2 ~ used for a new application for 
registration. 
· 1 . Subject. of. submission - Check the applicable block and provide. the Agency letter date .if· appropriate. Provide .a brief explanation of the purpose(s) 

for the submis91ion, s.ich as "the addition of a site0 pest or crop (specify)"; "amend the ConfidentialStatement of Form~la by .. :··; "reregist;ation 
submission"; •g3~e1l! label revision· of ·use .directions.• Attach a separate •page if additional space is needed. .... ' 

SECTION Ill (Peckaci~ .and Container Information) - This Section must be completed for all applications submitted in connection with new ....... 
registration or applicable amendments. 
1. Type ·of Packagin•g - Check t~; ~ppr:,priate block if your product will be pa~kaged in the indicated packaging types. 

Indicate the si&: "hi::, indiv~ual paikets and number per retail container. 
2. Type of Retail Contail\er - lnaiMl)"t~pe of container in which product will be marketed·. 
3. Location of NVC:orfttnts - lnd'l~te the location·of the net contents information for your.product. 
4. Size(s) of'Retail CSrttainer - Slf~ethe net contents of all retail containers for your .. product. 
5. Location of Use l!Jirections -Trd:S.:e the location of the use directions for your product. 
6. Manner in whiotielabEll is affixed to product - Indicated the method product label is attached to retail container. 

. . .. 
•••• 

SECTION ·IV (Caintact.Point) - This Section must be completed ·for all applications for Registration actions, i.e.; new products registration, 
resubmission, ·m~..ie:.: ~eregistration, etc. 

1-5. Self-explanatory. · 
6. EPA Use Only. 
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CERTIFIED MAIL 

Ms. Patricia Sheehy 
Reckitt & Colman, Inc. 
1655 Valley Road 
P.O. Box 943 
Wayne, NJ 07474-0943 

Subject: Request for Time Extension 
d-Con Mouse Prufe II 
EPA Registration No. 3282-65 
d-Con Bait Pellets Il 
EPA Registration No. 3282-74 
d- on Ready Mixed Baitbits 
EPA Regi tration No. 3282-81 
Our letter of July 1, 1999 

Dear Ms. Sheehy: 

SEP 2 8 

In our letter dated July 1, 1999, we requested you modify your labels and submit revisions 
within 30 days ofreceipt of that letter. In a phone conversation with Grace M. Robiou on 
September 24, 1999, you requested an extension to our request. 

If the above requested information, or a written request for additional time is not 
submitted to the Registration Division within 75 days of the date of the receipt of this notice, 
these registrations will be subject to cancellation in accordance with FIFRA sec. 6( e). 

Should you have any questions about this letter, you may reach Grace M. Robiou at 703-
305-1016. 

Sincerely, 

Daniel B. Peacock, Biologist 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 

F:\USER\GROBIOU\CORRESPONDENCE \Bromadiolone\ 65(: d 

3 U 2- 8 1(,_J · Wf 
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Bill Jacobs 
09/27 /99 07:37 AM 

To: Grace Robiou/DC/USEPA/US@EPA 
cc: 
Subject: Extension to Reckitt-Coleman 

My notebook indicates that on 7 /14/99, you forwarded a phone message from Patricia Sheehy to 
me regarding the using up of old labels for 3282-65, 3282-74, and 3282-81 in channels of trade. 
have no notes indicating that I ever talked to Ms. Sheehy, and it may have been that you forwarded 
the message to me just to ask me what we might do about it. I have no notes about granting 
d-Con an extension and doubt that one would have been granted verbally. It seems that if she was 
calling us on 7 /14/99 (or earlier) concerning labels for the products affected by our letters of 
7 /1 /99, she would have known about the letters before August. You might want to ask Tina and 
Rita, if Dan has no notes or recollection of granting an extension for the d-Con products. 
---------------------- Forwarded by Bill Jacobs/DC/USEPA/US on 09/27 /99 07:21 AM---------------------------

Grace Robiou 09/24/99 12:41 PM 
•••••• ••••• • ·· .. ·.•.,·;:!""'.":-""-.-. -. -.. •,•••••-;o••,n.'.''•«••.••-:•••.•••.•"••.•~•,•~••......,~--·••••~•••••'••....-•••.•.•~•••-"":-:•~•••-•-••~~~•-

~titmrmtr:;;;;;;~~;f~i;]ft~m~~t~;;;:{;;~~;~~\f~:~;:i )/'.f'::'.>(?:; .. ::'.: -::)::):;:_::::::'. .::-:·~:.·:'.·. :::~::(:·~::.:·~::·:·.::.:::::::: ... · ... ' ....... · ......... __ 

To: Dan Peacock/DC/USEPA/US@EPA, Bill Jacobs/DC/USEPA/US@EPA 
cc: 
Subject: Extension to Reckitt-Coleman 

Dan, Bill, 

Spoke with new person there (Patricia Sheehy). Our 7 /1 /99 letter with the 30-day cancellation 
notice didn't get to her until August. She said she or someone else called and someone here 
authorized her an extension until late October. Did either or you talk to her about this? I will write a 
letter with such an extension, regardless. 

Thanks, 
Grace 
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JUL 1 1999 
CERTIFIED MAIL 

Mr. Bob Fellows 
Reckitt & Colman, Inc. 
1655 Valley Road 
P.O. Box 943 
Wayne, NJ 07474-0943 

Subject: General Label Update 
d-Con Ready Mixed Baitbits 
EPA Registration No. 3282-81 
Your letter dated March 10, 1999 

Dear Mr. Fellows: 

In your submission of March 10, 1999, you provided us with draft labeling revised to 
reflect "all required label language consistent with current regulations". We find that your recent 
submission does not incorporate changes already made to your last stamped label, dated January 
28, 1999. For your submission to be considered, you must modify the proposed labeling as 
indicated below, and submit revisions within 30 days of receipt of this letter. This registration 
will be subject to cancellation in accordance with FIFRA sec. 6(e) if you do not comply with 
these conditions. 

Revisions to 12-oz and 3-lb Boxes 

1. The registrant's name, the product's registration number, and the establishment 
number must appear on the label for the 3-lb box as well as on the label for the 
12-oz box. 

2. Be aware that no graphics have been proposed for inclusion on the box labels. 
Therefore, no graphics may appear on them. We previously have forbidden the 
use of unreviewed graphics for this product via our letters of February 1, 1996, 
and December 4, 1998. In your letter of January 8, 1999, you e.rroneously 
characterized this prohibition as a "recommendation" and asserted that 

"The graphics on the product label demonstrate the appropriate 
placement of the product and proper use of tamper resistant bait 
stations. 

j 
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3. 

Page 2 of 4 

We disagree with that characterization. One of the graphics used on labels of d
Con rat baits shows a bait tray being placed into a bait station, while another 
shows a bait station being locked. However, there is no evidence of baffling or 
bait-containment structures within the bait station. The entrances to the bait 
station being loaded appear to be very close to the likely destination of the bait 
tray -- close enough for a small child to reach through the rodent entry ports and 
get to the bait tray. Consequently, the bait station depicted in those graphics falls 
far short of being tamper-resistant, whether or not it is locked and secured. See 
PR Notice 94-7 for a list of criteria for tamper-resistant bait stations. 

Other graphics traditionally used on printed labels for 3282-81 show a bait station 
under a storage shelf in what appears to be a wooden-walled structure, a "lean 
board" positioned against an indoor wall of a similar structure, a person opening a 
bait tray using a bare hand, and, on the front panel, a Norway rat feeding from an 
opened bait tray that appears to have been placed out in the open. 

We have no objections to graphics that illustrate appropriate product use. 
Considering the use and incident history of rodenticide baits, we must review such 
graphics before they may be added to product labeling. Graphics are not to detract 
from the required bait-protection text which appears on the label. 

"FRONT LABEL " 

I. Delete the claim "Flavor attractive to mice and rats". This claim 
may be false and is certainly misleading as all registered 
anticoagulant baits must pass tests similar to those required for this 
bait, which neither rats nor mice accepted as well as they did our 
challenge diet. 

A bait acceptance problem with this product was discovered when 
we reviewed rat efficacy data submitted (MRID Nos. 413082-01 
and 415247-01) for 3282-81 in 1990. Data (MRID No. 416037-
01) submitted subsequently in that year suggested better bait 
acceptance by rats, but the test bait was not sufficiently linked to 
this product's formulation. Therefore, the claims made for this bait 
are not supported by data which demonstrate adequate bait 
acceptance by rats. See our letters of October 30, 1990, and 
February 1, 1996, for more discussion of this point. 

11 Delete the claim "CAN KILL IN ONE FEEDING" and the asterisk 
which precedes the sentence "Rats and mice may ... begins." You 
must delete this claim altogether from your label, taking care not to 
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4. 

Page 3 of 4 

move it to a different label panel. We have concluded that the only 
solution to this problem is to ban use of the "CAN KILL IN ONE 
FEEDING" portion of the claim entirely. By themselves, those 
words comprise 

A true statement used in such a way as to give a 
false or misleading impression to the purchaser. 

Such statements are prohibited under 40 CFR, §156.10(a)(5)(vii). 

The "CAN KILL IN ONE FEEDING" claim is misleading. 
Although a single day's feeding might load a rat or mouse with 
enough poison to cause its death, that death is not going to occur 
for several more days, during some of which time the lethally 
dosed rodents will feed relatively normally. An ordinary person 
who reads "CAN KILL IN ONE FEEDING" is likely to expect to 
see dead rodents in one day and may use less bait than is needed to 
control the infestation. 

"BACK LABEL II 

I. The proposed change to the "To Control House Mice:" portion of 
the "APPLICATION DIRECTIONS:" subsection of the 
"DIRECTIONS FOR USE" is not acceptable. The new text 
implies open-air placements "indoors and against the outside walls 
of buildings", and all such placements would grossly exceed the 
amount of bait needed to control house mice. The proposed new 
directions might encourage non target exposures of young children, 
pets, and nontarget wildlife to Brodifacoum bait. 

The "To Control House Mice:" text must continue to read as 
shown immediately below. 

To Control House Mice: Open tray and apply 1/4 
- 112 oz. (1 - 2 level tablespoons) of bait at 8 to 12 
foot intervals in infested areas. Larger placements 
(up to 2 ounces) may be needed at points of 
extremely high mouse activity. Maintain a supply 
of fresh bait for at least 15 days. 

11 Change "contained" to "container" in the second sentence of the 
"DISPOSAL:" paragraph of the "STORAGE AND DISPOSAL" 
section. 
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----------------------- ---------

"' . ~ .. 

Page 4 of 4 

Revisions to 12-oz Box Only 

1. "LEFT SIDE PANEL" 

For the reasons discussed under 3ii above, delete "CAN KILL IN 
ONE FEEDING*" and the asterisk from the sentence "Rats and 
mice ... after feeding begins". 

11 Delete "SOL YING AMERICA'S RODENT PROBLEMS FOR 50 
YEARS" and "(KJLLING MICE AND RATS IN AMERICA FOR 50 
YEARS)". Both claims are absolutely false for 3282-81, which has 
been registered for only 10 years, and for the active ingredient 
Brodifacoum, which has been registered in the U.S. for nearly 21 
years. The claim also is false for d-Con anticoagulant baits, the 
oldest of which was registered in 1951. While it might be true that 
d-Con baits of some sort have been killing rodents in the U.S. for 
50 years, the proposed claims, as worded, would be misleading 
even if that were their intended meaning. 

Revisions of 3-oz Bait Tray 

1016. 

1. "FRONT PANEL " 

Delete "CAN KILL IN ONE FEEDING*", and delete the asterisk 
from the sentence "Rats and mice ... after feeding begins". 

Because it is illegal to sell the bait trays individually and the trays 
must be placed in tamper-resistant bait stations when used in 
19cations where children otherwise could have access to them, 
there seem to be no good reasons for having any promotional 
claims on the label for the bait trays. 

If you have questions about this letter, you may reach Grace M. Robiou at (703) 305-

Sincerely, 

Daniel B. Peacock, Biologist 
Insecticide-Rodenticide Branch 
Registration Division (7504C) 

F:\USER\GROBIOU\CORRESPONDENCE\Bromadiolone\3282-81.wpd 
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DP BARCODE: D254942 

CASE: 027444 DATA PACKAGE RECORD DATE: 04/06/99 
SUBMISSION: S559909 BEAN SHEET Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 300 ADMN-LBL REV AMND NO DATA 
RANKING 5 POINTS () 
CHEMICALS: 112701 Brodifacoum (ANSI) 00.0050% 

ID#: 003282-00081 D-CON READY MIXED GENERATION II 
COMPANY: 003282 RECKITT & COLMAN INC, HOUSEHOLD PRODUCTS DIVISION 
PRODUCT MANAGER: 04 TINA LEVINE 703-308-7055 ROOM: CM2 219 
PM TEAM REVIEWER: GRACE ROBIOU 703-305-1016 ROOM: CM2 203 
RECEIVED DATE: 03/12/99 DUE OUT DATE: 06/10/99 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE: 254942 EXPEDITE: Y DATE SENT: 04/06/99 DATE RET.: / / 

•
EMICAL: 112701 Brodifacoum (ANSI) 

TYPE: 001 
CSF: N LABEL: Y 

ASSIGijED TO DATE IN DATE OUT ADMIN DUE DATE: 05/21/99 
DIV : RD I I I I NEGOT DATE: I I 
BRAN: IRB I I I I PROJ DATE: I I 
SECT: PM04 I I I I 
REVR : I Uf i..f / 6 Jl)-9 S /l.~/J'J oaf 
CONTR: I I I I 

* * * DATA REVIEW I NSTRUCTIONS * * * 

Bill--

Revised labeling for d-Con Mixed Baitbits. 

Last accepted label for this product is 1/28/99. 

Note that revised labeling has also been submitted for 
3282-74 and 3282-65. 

Enclosed: cover letter, revised label. 

See jacket for rest. 

Thank you. 
Grace 

* * * DATA PACKAGE EVALUATION * * * 
No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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Efficacy Review: d-CON READY MIXED GENERATION II, 3282-81 
Reckitt & Colman Company Inc. 
Montvale, NJ 07645-1575 

200.0 INTRODUCTION 

200.1 Uses 

3282-81 is a 0.005% Brodifacoum dry bait in 3-oz bait trays 
conditionally registered to control Norway rats, roof rats, 
and house mice 

"in and around homes, industrial, commercial, 
agricultural and public buildings . . . [and] in 
transport vehicles (ships, trains, aircraft) and 
in and around related port or terminal buildings." 

200.2 Background Information 

See efficacy reviews of 1/18/89, 7/16/90, 10/15/90, and 
1/30/96 for 3282-81, along with other information in the 
product's jackets. 

The current submission is dated 3/10/99. The materials 
from that submission that were routed to me include a cover 
letter and proposed revised labeling. The letter does not 
discuss the label revisions beyond stating that the labels 
are patterned after a label that EPA accepted for 3282-66 
on 1/5/99. The letter also refers to a telephone 
conversation between its author, R&C's Bob Fellows, and Dan 
Peacock of IRB, to whom Fellows' letter was addressed. 

R&C took about a year rather than the allotted 90 days to 
submit proposed revised labeling in response to PR Notice 
94-7, which was issued on 9/16/94 and mailed to registrants 
in October of 1994. R&C did not submit proposed revised 
labels which addressed 94-7 i9sues on 11/8/95, just before 
more than a month's worth of government furloughs, snow 
days, and holidays in November and December of 1995 and 
January of 1996. (See efficacy review of 1/30/96 for an 
accounting of the time lost to various causes.) When we 
finally got back to work on a sustained basis in mid
January of 1996, I gave priority to the d-Con rodenticide 
baits so that R&C might be able to ship compliant labeling 
by the date (3/16/96) indicated in PR Notice 94-7 (see 
efficacy review of 1/30/96). Dan Peacock also gave those 
products high priority and put together letters of 2/1/96 
which "ACCEPTED with COMMENTS" the labeling proposed by R&C 
on 11/8/95. The extent to which the proposed labeling had 
to change varied from product to product. 

Due to backlogs accumulated during the furlough period and 
subsequent regulatory and organizational upheavals, we have 
not typically been able to turn R&C's subsequent labeling 
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submissions around very rapidly. The label for 3282-81 was 
revised in 1997 without an efficacy review. On 12/4/98, 
Dan Peacock passed along comments from the efficacy review 
of 1/12/98 for 3282-66 which also were relevant to 3282-81. 
He subsequently accepted labeling for 3282-81 on 1/28/99, 
but Fellows followed that action with the submission of 
3/12/99 and, perhaps, an intervening telephone call. 

201.0 DATA SUMMARY 

No reports of efficacy data were submitted. Efficacy data 
relevant to 3282-81 are discussed in the efficacy reviews 
of 5/14/90 and 7/16/90. In the latter review, I accepted 
rat and mouse efficacy data for 3282-66. In that same 
review, I rejected the rat efficacy data submitted for 
3282-81 because the bait was poorly accepted by most 
subjects and composite bait acceptance scores for the 
replicates were 28.1% and 18.1%, well below the 33% 
criterion. There also were 3 survivors (all males) among 
the 40 rats exposed to the toxic bait in these choice-test 
replicates. 

The efficacy review of 10/15/90 discussed results of two 
additional replicates of rat efficacy trials with what was 
claimed to be the 3282-81 product. In these trials, 
composite bait acceptance scores were 40.3% and 45.0%, with 
all bait-exposed animals dying. However, there were 3 
extremely marginal feeders (<5% acceptance) . As the 
identity of the test material to the current composition of 
3282-81 was not clearly established, the efficacy data 
discussed in the efficacy review were not accepted. To 
this day, it appears that the registrant has failed to 
establish this link and, therefore, that the rat claims 
made for 3282-81 technically still are not supported. 

The relatively poor acceptance of 3282-81 may have been due 
to the fact that it consists of crumbled 3282-74 pellets 
(see efficacy review of 1/18/89). 3282-81 was created to 
be a Brodifacoum-containing counterpart to d-Con's "READY 
MIXED" Warfarin-containing bait, 3282-4 when the company 
replaced its Warfarin line with Brodifacoum baits. An 
important difference between the two products is that the 
well-accepted 3282-4 was largely a mixture of whole grains 
while 3282-81 consists of crumbled pellets which would be 
expected to be inefficient for rats to eat and not 
particularly attractive to them. 

,/For reregistration, new efficacy data will have to be 
~erated this product if d-Con wishes to retain any sort 

of single-feeding claim for these products. If any of the 
Phase I reformulation requirements (indicator dye and 
bittering agent) from the Rodenticide Cluster 
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Reregistration Eligibility Decision (RED) which pertains to 
Brodifacoum and 5 other compounds remain in force following 
the ongoing "Stakeholder" meetings, this product will have 
to be reformulated and tested for efficacy. Currently, 
this product contains a dye but no bittering agent. 

The proposed revised labeling submitted includes labels for 
3-oz bait trays, label panels for boxes which would hold 4 
such trays (12-oz box) or 16 trays (3-lb box), and 
additional label panels which seem to pertain only to the 
12-oz box. 

The front panel common to the 12-oz and 3-lb boxes includes 
two objectionable promotional claims: "Flavor attractive to 
mice and rats" and "CAN KILL IN ONE FEEDING". 

Considering the aforementioned efficacy data situation for 
3282-81, the "Flavor attractive" claim seems exaggerative. 
I discussed the claim in the efficacy review of 1/30/96. 
The registrant was required to delete it via EPA's letter 
of 2/1/96. 

For nearly two decades, we have "gone round and round" with 
d-Con people on the asterisked "CAN KILL IN ONE FEEDING" 
claim which, by itself, is misleading. In the past, we 
have allowed, for d-Con products, use of a modified version 
of the typical single-feeding claim for Brodifacoum baits. 
However, our trust in this regard has been abused by their 
overemphasis of the "CAN KILL IN ONE FEEDING" part at the 
expense of the text which makes the statement much less 
misleading. I have felt for some time that the best way 
for us to handle the matter is to deny the "CAN KILL IN ONE 
FEEDING" part entirely. Under "CONCLUSIONS", I summarize 
the issues for the registrant. EPA's letter of 1/28/99 
removed "CAN KILL IN ONE FEEDING" and the asterisk from the 
label accepted on that date. See jackets for this and 
other d-Con Brodifacoum baits (3282-65, 3282-66, and 3282-
74) for further discussions of this type of claim. See 
especially the efficacy review of 11/10/93 and our letter 
to the registrant of that same date for 3282-74 as well as 
the efficacy review of 1/12/98 for 3282-81. 

The "DIRECTIONS FOR USE" section on the proposed revised 
box label incorporates the bait-protection text indicated 
in PR Notice 94-7 and is appropriately organized. There 
also is an appropriate qualification statement (" ... 3 to 
12 rats") for the 12-oz box. 

Under "APPLICATION DIRECTIONS:", the directions "To Control 
House Mice:" have been modified unacceptably to read as 
shown immediately below. 
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"Open tray and place at 8 to 12 foot intervals 
indoors and against the outside walls of buildings 
of infested areas. Maintain a supply of fresh 
bait for at least 15 days." 

The text for the same portion of the label accepted on 
1/28/99 reads as shown immediately below. 

"Open tray· and apply 1/ 4 - 1/2 oz. ( 1 - 2 level 
tablespoons) of bait at 8 to 12 foot intervals in 
infested areas. Larger placements (up to 2 
ounces) may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh bait 
for at least 15 days." 

I do not know about what, if anything, Fellows and Peacock 
spoke on 2/25/99, but I doubt that Peacock suggested · 
changing this text in the manner proposed by R&C. The new 
text seems to negate the bait station requirements which 
appear elsewhere on the label and reads like a prescription 
for exposing young children and dogs of all ages to 
Brodifacoum. Not only does the proposed new text imply 
that the bait placements may be unprotected, each of these 
placements would consist of 3 oz. of bait rather than the 
typical 1/4-1/2 oz. 

A 3-oz placement would include 4.25 mg of Brodifacoum, 
enough to kill a dog and also individuals of many species 
of wildlife. The typical placement sizes for house mice 
would only include 0.35-0.7 mg of toxicant. While the 
current label allows up to 2-oz of bait (about 2.8 mg of 
toxicant) per placement for controlling house mice, those 
placements are to be made only "at points of extremely high 
mouse activity." At such points, the mice might leave 
little for nontargets to eat, but the same could not be 
said for a 3-oz placement made at a locus where only about 
1-4 ounce was taken by mice. (All of this exposure 
discussion would be moot if we could count on users of d
Con baits to place them in secured tamper-resistant baits 
stations, but such is not the case. Still, much bait would 
be wasted if individual placements were 3-oz rather than 
1/4-1/2 oz.) 

The "indoors and against the outside walls of buildings" 
text comes from page 114 of the Rodenticide Cluster RED 
where it was placed because EEB personnel believed that its 
adoption would lead to less secondary poisoning of wildlife 
than the current "in and around ... buildings" language. 
The substitution was supposed to be made under "USE 
RESTRICTIONS:" rather than in one part of the "APPLICATION 
DIRECTIONS: 11 but the RED is not very clear on that point. 
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As all of the cluster RED seems to be up in the air while 
the Stakeholder meetings are being held, I do not feel 
obligated to accept any text imposed by it at this time. 
In any ev~nt, I would not accept such text when it was 
placed inappropriately. 

There is no indication on the proposed revised box label 
that any graphics are to be associated with the "DIRECTIONS 
FOR USE". We prohibited use of graphics for this product 
via our letter of 2/1/96 because: (a) no graphics appeared 
in the proposed revised labeling submitted on 11/8/95, and 
(b) the 6 pictures that have been used on labels for d-Con 
rat baits show bait placements that are not in tamper
resistant bait stations. So as not to have the label's 
requirements negated by the traditional 6,000-words' worth 
of pictures, we prohibited use of graphics. Had the 
company proposed to use appropriate graphics, we would have 
accepted them. 

Via our letter of 12/4/98, we repeated the prohibition 
against use of unreviewed graphics for 3282-81. R&C has 
objected to this prohibition publicly (at the registrant's 
"Dye and Bittering Agents" meeting on 2/19/99) and in 
writing. In his letter of 1/8/99 regarding 3282-81, 
Fellows stated the following: 

11 The goal of our use of graphics is to ensure that 
the user follows the use directions. The graphics 
on the product label demonstrate the appropriate 
placement of the product and proper use of tamper 
resistant bait stations. This is consistent with 
the Agency's and Industry's objective to promote 
proper use practices of Rodenticides. We kindly 
request that you reconsider your recommendation to 
remove the graphics." 

The statement in our letters of 2/1/96 and 12/4/98 was "Do 
not include any graphics with these directions." That was 
a requirement, not a "recommendation". R&C has not taken 
the requirement to heart. In a visit to a RITE-AID store 
in the Crystal City area of Arlington County, VA, on 
5/20/99, I found several boxes of 3282-81 for sale (for 
$5.19 and $5.39). All boxes bore the 6 graphics 
traditionally used on labels for d-Con rat baits along with 
94-7 bait-protection text. 

One of the graphics used on labels of d-Con rat baits shows 
bait being placed into a bait station, while another shows 
a bait station being locked. However, there is no evidence 
of baffling or bait-containment structures within the bait 
station. Other graphics traditionally used on printed 
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labels for 3282-81 show a bait station under a storage 
shelf in what appears to be a wooden-walled structure, a 
"lean board 11 (with no nailing evident) positioned against 
an indoor wall of a similar structure, a person opening a 
bait tray using a bare hand, and a Norway rat feeding from 
an opened bait tray that has been placed in the open. 
Assertions to the effect that such graphics show only 

"appropriate placement of the product and proper 
use of tamper resistant bait stations placements 11 

clearly are not valid. 

The "12 oz. BOX RIGHT SIDE PANEL II proposed on 3/12/99 
bears only claims which appear to be acceptable and 
disclaimer information to which I have no objections. 

The "12 oz. BOX LEFT SIDE PANEL II proposed on 3/12/99 
bears some acceptable claims and some to which I have 
strong objections. The latter include: 

1. a reprise of "CAN KILL IN ONE FEEDING 11 with two sets of 
asterisks (the second being for 11 Rats and mice may 
consume a lethal dose in one feeding with first dead 
rodents appearing 4 or 5 days after feeding begins 11

); 

and 

2. "SOLVING AMERICA 1 S RODENT PROBLEMS FOR 50 YEARS", for 
which R&C might substitute " (KILLING MICE AND RATS IN 
AMERICA FOR 50 YEARS). 

The first of these in discussed already. The 11 50 YEARS 11 

claims, or variants thereof, have been used and disallowed 
for years. The problem with the claims is that they are 
absolutely false for the d-Con line of Brodifacoum baits, 
the first of which were registered on 11/18/81 (3282-65 and 
3282-66) and were not marketed extensively until nearly 5 
years later. In fact, the first Warfarin product ever 
registered under the d-Con name was accepted on 6/8/51. A 
few years ago, I indicated that a "40 YEARS" claim 
referring to d-Con the company rather than implying the 
specific product could be accepted; but now the company 
name on the label has been changed from 11 The d-Con Company 11 

to Reckitt & Colman Inc. 

The registrant 1 s name and the production establishment 
number do not appear on any label panel that applies to the 
3-lb box. Except as a header, the registration number also 
is missing from panels that apply to the 3-lb box. 
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The label proposed for the 3-oz bait tray is acceptable to 
me except for its inclusion of the "CAN KILL IN ONE 
FEEDING*" claim. Because it is illegal to sell the bait 
trays individually and the trays must be placed in tamper
resistant bait stations when used in locations where 
children otherwise could have access to them, there seem to 
be no good reasons for having any promotional claims on the 
label for the bait trays. 

202.0 CONCLUSIONS 

Modify the proposed revised labeling that you submitted for 
this product on March 10, 1999, as indicated below. 

I. 12-oz and 3-lb Boxes 

A. Entire labels 

The registrant's name, the product's registration 
number, and the establishment number must appear on 
the label for the 3-lb box as well as on the label 
for the 12-oz box. 

As you have proposed no graphics for inclusion on the 
box labels, none may appear on them. We previously 
have forbidden the use of unreviewed graphics for 
this product via our letters of February 1, 1996, and 
December 4, 1998. In your letter of January 8, 1999, 
you erroneously characterized this prohibition as a 
"recommendation" and asserted that 

The graphics on the product label 
demonstrate the appropriate placement of the 
product and proper use of tamper resistant 
bait stations. 

We strongly disagree with that characterization. One 
of the graphics used on labels of d-Con rat baits 
shows a bait tray being placed into a bait station, 
while another shows a bait station being locked. 
However, there is no evidence of baffling or bait
containment structures within the bait station. The 
entrances to the bait station being loaded appear to 
be very close to the likely destination of the bait 
tray -- close enough for a small child to reach 
through the rodent entry ports and get to the bait 
tray. Consequently, the bait station depicted in 
those graphics falls far short of being tamper
resistant, whether or not it is locked and secured. 
See PR Notice 94-7 for a list of criteria for tamper
resistant bait stations. 
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Other graphics traditionally used on printed labels 
for 3282-81 show a bait station under a storage shelf 
in what appears to be a wooden-walled structure, a 
"lean board'' positioned against an indoor wall of a 
similar structure, a person opening a bait tray using 
a bare hand, and, on the front panel, a Norway rat 
feeding from an opened bait tray that appears to have 
been placed out in the open. 

In one way or another, the graphics that you have 
included on labels for your rat baits tend to detract 
from the required bait-protection text which appears 
on the label. During the many years that such 
graphics have appeared on d-Con labels, there have 
been thousands of reported exposure incidents 
involving your products. Whether those graphics have 
affected the occurrence of exposure incidents 
involving d-Con rat baits in any way is something 
that we might discuss, but it seems doubtful that 
either you or we would have a definitive answer. 

We have no objections to graphics that illustrate 
appropriate product use. Considering the use and 
incident history of rodenticide baits, we must review 
such graphics before they may be added to product 
labeling. 

Our letters of February 1, 1g95 and December 4, 1998, 
stated "Do not include any graphics with these 
directions. 11 Because proposed labeling was 11 ACCEPTED 
with COMMENTS" via our letter of February 1, 1996, 
you were given no leeway to modify labeling contrary 
to the stipulations of that letter. Although we 
required many significant changes label text via our 
letter of February 1, 1996, we chose the "ACCEPTED 
with COMMENTS" route as a favor to you because the 
date (March 16, 1996) after which you could ship only 
labeling compliant with PR Notice 94-7 was fast 
approaching. You may recall that your company took 
more than a year to submit proposed revised labeling 
in response to that PR notice and that we gave your 
submission prompt attention, considering that we lost 
some 24 working days during that time period to 
government shut-downs due to furloughs, bad weather, 
and Federal holidays, 

B . II FRONT LABEL II 

1. Delete the claim "Flavor attractive to mice and 
rats". This claim may be false and is certainly 
misleading as all registered anticoagulant baits 
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must pass tests similar to those required for this 
bait, which neither rats nor mice accepted as well 
as they did our challenge diet. 

A bait acceptance problem with this product was 
discovered when we reviewed rat efficacy data 
submitted (MRID Nos. 413082-01 and 415247-01) for 
3282-81 in 1990. Data (MRID No. 416037-01) 
submitted subsequently in that year suggested 
better bait acceptance by rats, but the test bait 
was not sufficiently linked to this product's 
formulation. Therefore, the claims made for this 
bait are not supported by data which demonstrate 
adequate bait acceptance by rats. See our letters 
of October 30, 1990, and February 1, 1996, for 
more discussion of this point. 

2. Delete the claim "CAN KILL IN ONE FEEDING" and the 
asterisk which precedes the sentence "Rats and 
mice may ... begins." In the past, your company 
has abused the asterisked claim by overemphasizing 
the "CAN KILL IN ONE FEEDING" portion and, at 
times, even moving the remaining portion to a 
different label panel. We have concluded that the 
only solution to this problem is to ban use of the 
"CAN KILL IN ONE FEEDING" portion of the claim 
entirely. By themselves, those words comprise 

A true statement used in such a way as to 
give a false or misleading impression to 
the purchaser. 

Such statements are prohibited under 40 CFR, 
§156 .10 (a) (5) (vii) . 

The "CAN KILL IN ONE FEEDING" claim is misleading. 
Although a single day's feeding might load a rat 
or mouse with enough poison to cause its death, 
that death is not going to occur for several more 
days, during some of which time the lethally dosed 
rodents will feed relatively normally. An 
ordinary person who reads "CAN KILL IN ONE 
FEEDING" is likely to expect to see dead rodents 
in one day and may use less bait than is needed to 
control the infestation. 

B . II BACK LABEL II 

1. The proposed change to the "To Control House 
Mice:" portion of the "APPLICATION DIRECTIONS:" 
subsection of the "DIRECTIONS FOR USE" is not 
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acceptable. The new text implies open-air 
placements "indoors and against the outside walls 
of buildings", and all such placements would 
grossly exceed the amount of bait needed to 
control house mice. The proposed new directions 
might encourage nontarget exposures of young 
children, pets, and nontarget wildlife to 
Brodifacoum bait. 

The "To Control House Mice:" text must continue to 
read as shown immediately below. 

To Control House Mice: Open tray and 
apply 1/4 - 1/2 oz. (1 - 2 level 
tablespoons) of bait at 8 to 12 foot 
intervals in infested areas. Larger 
placements (up to 2 ounces) may be needed 
at points of extremely high mouse 
activity. Maintain a supply of fresh 
bait for at least 15 days. 

2. Change "contained" to "container" in the second 
sentence of the "DISPOSAL:" paragraph of the 
"STORAGE AND DISPOSAL" section. 

II. 12-oz Box Only 

A. "LEFT SIDE PANEL" 

1. For the reasons discussed under I.B.2. above, 
delete "CAN KILL IN ONE FEEDING*" and the asterisk 
from the sentence "Rats and mice ... after feeding 
begins" . 

2. Delete "SOLVING AMERICA 1 S RODENT PROBLEMS FOR 50 
YEARS" and " (KILLING MICE AND RATS IN AMERICA FOR 

50 YEARS)". Both claims are absolutely false for 
3282-81, which has been registered for only 10 
years, and for the active ingredient Brodifacoum, 
which has been registered in the U.S. for nearly 
21 years. The claim also is false for d-Con 
anticoagulant baits, the oldest of which was 
registered in 1951. While it might be true that 
d-Con baits of some sort have been killing rodents 
in the U.S. for 50 years, the proposed claims, as 
worded, would be misleading even if that were 
their intended meaning. 
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III. 3-oz Bait Tray 

A. "FRONT PANEL II 

1. Delete "CAN KILL IN ONE FEEDING*", and delete the 
asterisk from the sentence "Rats and mice ... 
after feeding begins". 

Because it is illegal to sell the bait trays 
individually and the trays must be placed in 
tamper-resistant bait stations when used in 
locations where children otherwise could have 
access to them, there seem to be no good reasons 
for having any promotional claims on the label for 
the bait trays. 

William W. Jacobs 
Biologist 
Insecticide-Rodenticide Branch 
May 25, 1999 

11 
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Mr. Dan Peacock 
Insecticide I Rodenticide Branch 
U.S. Environmental Protection Agency 
Crystal Mall, Building 2 
1921 Jefferson Davis Hwy. 
Arlington, VA 22202 

March 10, 1999 

Subj ect: d-Con Mouse Prufe II; EPA 3282-65 
d-Con Bait Pellets II; EPA 3282-74 
d-Con Ready Mixed Baitbits; EPA 3282-81 

Dear Mr. Peacock: 
As per the conversation we had on February 25, I 999, enclosed please find three (3) copies of 
draft labelling for the subject products. These labels have been revised to reflect all required label 
language consistent with current regulations. 
As we agreed, the following information is enclosed: 
1) Revised draft labels for 

- d-Con Mouse Prufe II; EPA 3282-65 
- d-Con Bait Pellets II ; EPA 3282-74 
- d-Con Ready Mixed Baitbits; EPA 3282-81 

2) A copy of EPA approval dated 115199 ford-Con Bait Pellets; EPA 3282-66. This label text is 
consistent with the label language for the subject registrations. We have duplicated the text on 
the enclosed draft labels. 

3) Copy of last label amendment submission(s) to EPA for the subject products specific to EPA 
Reg. No. 3282-65 and 3282-74. 

This information is being provided, to assist you in an effort to expedite the label review for 
these submissions. 
Thank you for your assistance. Please contact me if you have any questions or comments. 
Regards, 

66Y~ 
Bob Fellows 
Reckitt & Colman Inc. 
Tel: 973/686-7389 
Fax: 973/686-7396-5 
email: bob.fellows@reckitt.com 

RECKITI & COLMAN INC. • 1655 Valley Road. P.O. Box 943 
Wayne, New Jersey• 07474-0943 • (973) 633-3600 • Fax (973) 633-3633 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) _ . I ~ 

EPAREG.N0.3282-81 IAl9rb11.ql<l1t1 Ljt.ckA 
March 9, 1999 - Page 1 V v j J I / 

12 OZ. AND 3 LB. OUTER BOX 
FRONT LABEL 

(GOOD HOUSEKEEPING SEAL) 

d-CON® 
READY MIXED GENERATIO II 

KILL MICE AND RA TS 
Flavor attractive to mice and rats e Satisfaction guaranteed or your money back 

CAN KILL IN ONE FEEDING 
*Rats and mice may consume a lethal dose in one feeding with .fu.§1 dead rodents appearing 4 or 5 days 

after feeding begins 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

A TIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[l ,1'
biphenyl]-4-yl)-l ,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one ...... .... .... .... ......... .. ..... 0.005% 
INERT INGREDIENT : .. ..... ... ...... ..... .... .... ...... .... .. 99.995% 

TOTAL 100.000% 

4 READY-TO-USE BAITS FILLED TRAY 
NET CONTENTS 4/3.0 OZ. (85g) NET WT. 12 OZ. (340g) 

16 READY-TO-USE BAITS FILLED TRAY 
NET WT. 3 LBS. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•• • • • • • •• 

• •• • • • •••• 
• •• • • • •••• 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 2 

12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON® READY MIXED GENERATION II 

KILLS MICE AND RATS 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

READ THIS LABEL: Read this entire label and follow all use directions and use precautions. Do not 
apply this product by any method not specified on this label. 

IMPORTANT: Do not expose children, pets, or other nontarget animals to rodenticides. To help 
____ pre:v:ent accidents: 

1. Store product not in use in a location out of reach of children and pets. 
2. Apply bait in locations out of reach of children, pets, domestic animals and nontarget wildlife, or in 
tamper-resistant bait stations. These stations must be resistant to destruction by dogs and by children 
under six years of age and must be used in a manner that prevents such children from reaching into bait 
compartments and obtaining bait. If bait can be shaken from stations when they are lifted, units must be 
secured or otherwise immobilized. Even stronger bait stations are needed in areas open to hoofed 
livestock, raccoons, bears, other potentially destructive animals, or in areas prone to vandalism. 
3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may be used to control House Mice, Norway Rats, and Roof 
Rats in and around homes, industrial, commercial, agricultural and public buildings. d-CON Ready 
Mixed Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around 
related port or terminal buildings. Do not place bait in areas where there is a possibility of 
contaminating food or surfaces that come in direct contact with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where mice or rats will most lim;r find 
• • 

and consume the bait. Generally, these are along walls, by gnawed openings, in or beside bu1"f)'-'s, in 
corners and concealed places, between floors and walls, or in locations where rodents or sigaS: ¢.~dents 
have been seen. Remove as much alternative food as possible. Use tamper-resist~ut l1iUt stationli 

• • • wherever necessary (see "IMPORTANT:"). • • 
•••••• • • •• 
••••• • • ••••• 

• • •e•••• • 
•• • • • • • •• 

• 
• •• • • • •••• 
• •• • • • ..... 

84



d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 3 

APPLICATION DIRECTIONS: 
(FOR 12 OZ. BOX ONLY): The amount of bait contained in the trays in this box is unlikely to be · 
sufficient to kill more than 3 to 12 rats. More than one box may be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at 
intervals of 15 - 30 feet in infested areas. If trays are not fed from for 5 consecutive days, relocate 
them to other places where rodent activity exists and where placements consistent with the 
requirements of this label can be made. Maintain an uninterrupted supply of fresh bait for at least 
10 days. 
To 'control House Mice: Open tray and place at 8 to 12 foot intervals indoors and against the 
outside walls of buildings of infested areas. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent 
activity is still evident. Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation, limit sources of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where a continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and 
pets. Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT 
ONCE. For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN 
BY ANIMALS OR PETS: Call your local veterinarian. . 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged · 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin 
times). In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K1 is 
antidotal at 5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg 
(based on monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: 
• e •·• • • •••• 
• • 

This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard tO"tii1':1.~of 
prey and mammals. Do not apply directly to water. •• • • • • • 

• • • • • • • •••••• •••••• • • • •• •• • • • • • • • • • • •• • • • • • • • • 
• • • • • • •••• 
" .. . . .. 
•••• 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 4 

STORAGE AND DISPOSAL: 
STORAGE: Store only in original container, in a dry place inaccessible to children and pets. 

DISPOSAL: Do not reuse empty container. Securely wrap contained and any unused bait in 
newspaper and discard in trash. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•• • • • • • •• 

• 
• •• • • • 

• • • 6' 

.. . . . . ~ 

•••• 

86



d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 5 

12 OZ. BOX RIGHT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RA TS 

Kills 
Warfarin-Resistant 
House Mice and 

Warfarin-Resistant 
Norway Rats 

NOTICE TO BUYER AND USER: Seller warrants ..that this product conforms to the chemical 
description on the label and is reasonably fit for the purposes stated on the label when used in 
accordance with directions under normal conditions of use. This warranty does not extend to the use of 
this product contrary to label instructions, or under abnormal use conditions, or under conditions not 
reasonably foreseeable to Seller, and Buyer and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OF FITNESS OR MERCHANT ABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S 
EXCLUSIVE REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

EPA Reg. No. 3282-81 
EPA Est. No. 4 75-MS-1 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK .... ,,. 
• • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•• • • • • • •• 

• 
• •• • • • •••• 
• •• • • • •••• 

87



d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 6 

12 OZ. BOX LEFT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RA TS 

CAN KILL IN ONE FEEDING* 

*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 
after feeding begins 

MADE IN THE USA 

~LYING AMERICA'S RODENT PROBLEMS ./ 
FOR50YEARS 

(KILLING MICE AND RATS IN AMERICA 
FOR 50 YEARS) 

SA TI SF ACTION 
GUARANTEED OR 

YOUR MONEY BACK 

Distributed by: 
Household Products Division 

Reckitt & Colman Inc. 
Wayne, NJ 07474 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•• • • • • • • • 

• 
• •• • • • •••• 
• •• • • • •••• 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 7 

3 OZ. BAIT TRAY 
FRONT PANEL 

Ready-To-Use Bait Tray 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RA TS 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

CAN KILL IN ONE FEEDING 
*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 

after feeding begins 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-( 4'-bromo-[1, 1 '
biphenyl]-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .......................... 0.005% 
INERT INGREDIENTS: ................................... 99.995% 

TOTAL 100.000% 

NET WT. 3 OZ. BAIT TRAY (85g) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• 

• 
• • •••••• • 
•• • • • • • •• 

• 
• •• • • • •••• 
• •• • • • •••• 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 8 

3 OZ. BAIT TRAY - BACK PANEL 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RA TS 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Read the 
entire label on the outer package before using this product. It is illegal to sell these bait trays 
individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and 
pets, Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT 
ONCE. For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN 
BY ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin 
times). In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K 1 is 

A antidotal at 5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg 
W . (based on monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: 
This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard to birds of 
prey and mammals. Do not apply directly to water. 
ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,1'
biphenyl]-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one ................................ 0.005% 
INERT INGREDIENTS: ...................................... 99.995% 

TOTAL 100.000% 
•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •••• 

• 
• • •••••• • 
•• • . .. . 
• • • 

• 
• •• • • • •••• 
• •• • • • •••• 
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d-CON® READY MIXED GENERATION II (Current Formula, PR-Notice) 
EPA REG. NO. 3282-81 
March 9, 1999 - Page 9 

Distributed by: 
Household Products Division 
Reckitt & Colman Inc. Wayne, NJ 07474 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • • • • •• •• .. 

• • •••••• • 
•• • • • • • • • 

• 
• •• • • • •••• 
• •• • • • •••• 
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z 487 320 ?B!:i 
US Postal Service 
Receipt for Certified Mail 
No Insurance Cov age Pm ' ed. 
Do not use for International Mail (See reverse) 
Sent to t-i ,, ... (c_.. {\- ) (J .. ~~ 
Street & Numlle..,..,._.. 

Post Office, State, & ZIP Code 

Postage $ 

Certified Fee 

Special Delivery Fee 

Restricted Delivery Fee 

Return Receipt Showing to 
Whom & Date Delivered 
Return Receipt Showing to Whom, 
Date, & Addressee's Address 

TOTAL Postage & Fees $ 
Postmark or Date 
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Stick postage stamps to article to cover First-Class postage, certified mall fee, and 
charges for any selected optional services (See front). 

1 II you want this receipt postmarked. stick the gummed stub to the nght of the return 
address leaving the receipt attached, and present the article at a post office service 
window or hand it to your Nral earner (no eKlra charge). 

2. If you do not want this receipt postmarked, slick the gummed stub 10 the n ht of the 
return address of the article, date. detach, and retain the recetpt, and mail the art1 e. 

3 If you want a return receipt, wnte the certified mail number and your name and address 
on a return receipt card, Form 3811 , and attach rt to the front of the article by means of the 
gummed ends 1f space permits. Otherwise, affix to back of article. Endorse front f article 
RETURN RECEIPT REQUESTED adjacent to the number. 

4 If you want delivery restncted to the addressee, or lo an authorized agent of the 
addressee, endorse RESTRICTED DELIVERY on the front of the article 

5. Enter fees for the services requested 1n the appropnate spaces on the front of this 
receipt If return receipt 1s requested , check the applicable blocks in item 1 of Form 3811 

6 Save this receipt and present rt if you make an inquiry 10 9' -'l8 M-0~18 
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CERTIFIED MATL 

Reckitt & Colman Inc. 
225 Summit Avenue 
Monvale, NJ 07645-J 575 

Attention : 

Subject: 

Ms. Ruth Trager 

d-Con Pellets Generation Tl 
EPA Registration No. 3282-81 
Your letter of January 8, 1999 

Dear Ms. Trager: 

JAN 2 8 1999 

The labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act (FTFRA), as amended, is acceptable provided that you 
make the following change and submit one (I) final copy to us before you ship your product: 

1. On the front panel of the box label, replace 

with 

"CAN KILL IN ONE FEEDING 
* Rats and mice may consume a lethal dose in one feeding with dead 
rodents appearing 4 or 5 days after feeding begins" 

"Rats and mice may consume a lethal dose in one feeding with dead 
rodents appearing 4 or 5 days after feeding begins" 

This registration will be subject to cancellation in accordance with FIFRA sec. 6(e) if you 
do not comply with these conditions. Your release for shipment of the product bearing the 
amended labeling constitutes acceptance of these conditions. 

94
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• 

A stamped copy of the labeling is enclosed for your records. 

Enclosure: Stamped Label 

Sincerely, 

Daniel B. Peacock, Biologist 
lnsecticide-Rodenticide Branch 
Registration Division (7504C) 

F:\USER\GROBIOU\CORRESPONDENCE\Brodifacoum\3282-81 (2).wpd 
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.. d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January 8, 1999 - Page 1 

12 OZ. AND 3 LB. OUTER BOX 
FRONT LABEL 

(GOOD HOUSEKEEPING SEAL) 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RATS 

--= Q 
. ~: I 

*Rats and mice may consum~;;':&se~!=~~ead rodents appearing 4 or 5 days 
after feeding begins ... ,. . .. ·-~-~ . ....,.., .. ~ ..... , ~- . -

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

J'/t(':CEP'fED 
with COMMENTS 

in EPA Letter Dated: 

Read additional precautionary statements on back panel. 
JAN 2 8 1999 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[l,1'
biphenyl]-4-yl)-1,2,3, 4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .................................. 0. 005% 
INERT INGREDIENTS: ......................................... 99.995% 

TOTAL 100.000% 

4 READY-TO-USE BAITS FILLED TRAYS 
NET CONTENTS 4/3.f OZ. (85g) NET WT. 12 OZ. (340g) 

16 READY-TO-us! BAITS FILLED TRAYS 
NET WT. 3 LBS. 

Under the Fedcra! ln~·ectir.idl'.', 
l<'uni;;icide, and Rodf~nt:,'idc Act 
a.<i amended. for the pesticide 
registered ur.Jer l;;.PA R~g. No. 

3.:2. 6' "-1. ~ I ...... ..... ~.----.:. ~ - - ~· ... q·""' 

• • •••••• • 

• 

) 

• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • •• • • 
•••••• • • •• 
••••• • • ••••• 
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--------------------------· 
d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January 8, 1999 - Page 2 

12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON® READY MIXED GENERATION Il 

KILLS MICE AND RATS 
Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

READ TIDS LABEL: Read this entire.label and follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or other nontarget animals to rodenticides. To help 
prevent accidents: 

1. Store product not in use in ,a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and nontarget wildlife, or in 
tamper-resistant bait stations .. These stations must be resistant to destruction by children under six years 
of age and must be used in a manner that prevents such children from reaching into bait compartments 
and obtaining bait. If bait can be shaken from stations when they are lifted, units must be secured or 
otherwise immobilized. Even stronger bait stations are needed in areas open to hoofed livestock, 
raccoons, bears, other potentially destructive animals, or in areas prone to vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may be used to control House Mice; Norway Rats, and Roof 
Rats in and around homes, industrial, commercial, agricultural and public buildings. d-CON Ready 
Mixed Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around 
related port or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a 
possibility of contaminating food or surfaces that come in direct contact' with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely find 
and consume the bait. Generally, these are along walls, by gnawed openings, in or beside burrows, in 
comers and concealed places, between floors and walls, or in locations where rodents or signs of rodents 
have been seen. Remove as much alternative food as possible. Use tamper-resistant bait statioQs • 

•••••• wherever necessary (see "IMPORTANT:"). • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January 8, 1999 - Page 3 

APPLICATION DIRECTIONS: 
r; [(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely to be 

sufficient to kill more than 3 to 12 rats. More than one box may be-needed to control larger infestations.) 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at 
intervals of 15 - 3 0 feet in infested areas. If trays are not fed from for 5 consecutive days relocate 
them to other places where rodent activitv exists and where placements consistent with the 
requirements of this label can be made Maintain an uninterrupted supply of fresh bait for at least 
10 days. 
To Control House Mice: Open tray and apply 1/4 - 1/2 oz. (1 - 2 level tablespoons) of bait at 8 
to 12 foot intervals in infested areas. Larger placements (up to 2 ounces) may be needed at points 
of extremely high mouse activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent activity 
is still evident. Collect and dispose of all dead animals and lefl~ver bait properly. 
To prevent reinfestation, limit sources of rodent food,. water and harborage as much as possible. If 
reinfestation does occur; repeat treatment. Where a continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and 
pets. Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT 
ONCE. For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN 
BY ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given for up to 30 days (based on monitoring ofprothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K1 is antidotal at 
5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg (based on 
monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 
ENVIRONMENTAL HAZARDS: 
This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard to birds of prey 
and mammals. Do not apply directly to water. 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January 8, 1999 - Page 4 

STORAGE AND DISPOSAL: 
STORAGE: Store only in original container in a drv place inaccessible to children and pets. 

DISPOSAL: Do not reuse empty container Securely wrap contained and any unused bait in 
newspaper and discard in trash 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January 8, 1999 -Page 5 

12 OZ. BOX RIGHT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RATS 

Kills 
Warfarin-Resistant 
House Mice and 

W arfarin-Resistant 
Norway Rats 

NOTICE TO BUYER AND USER: Seller warrants that this product conforms to the chemical 
description on the label and is reasonably fit for the purposes stated on the label when used in accordance 
with directions under normal conditions of use. This warranty does not extend to the use of this product 
contrary to label instructions, or under abnormal use conditions, or under conditions not reasonably 
foreseeable to Seller, and Buyer and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OF FITNESS OR MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR 
HANDLING OF TIDS PRODUCT AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S 
EXCLUSIVE REMEDY SHALL BE LIMITED TO THE REFUND OF THE ·PURCHASE PRICE. 

EPAReg. No. 3282-81 
EPAEst. No. 475-MS-1; 2393-Wl-l 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK 
• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 
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d-CON® READY MIXED GENERATION Il 
EPA REG. NO. 3282-81 
January 8, 1999 - Page 6 

12 OZ. BOX LEFT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RATS 

CAN KILL IN ONE FEEDING* 

*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 
after feeding begins 

MADE IN THE USA 

d-CON BAITS: 
KILLING RATS AND MICE IN AMERICA 

FOR.iQ YEARS 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK 

Distributed by: 
Household Products Division 

Reckitt & Colman Inc. 
Wayne NJ 07474 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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d-CON® READY MIXED GENERATION II 
;EPA REG. NO. 3282-81 
Janua.rY 8, 1999 - Page 7 

3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RATS 

READY-TO-USE BAIT TRAY 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

CAN KILL IN ONE FEEDING 
*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 

after feeding begins 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,l'
biphenyl]-4-yl)-1,2,3 ,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .......................... 0.005% 
INERT INGREDIENTS: ................................... 99.995% 

TOTAL 100.000% 

NET WT. 3 OZ. BAIT TRAY (85g) 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
January·s. 1999 - Page 8 

3 OZ. BAIT TRAY 
BACK PANEL 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Read the 
entire label on the outer package before using this product. It is illegal to sell these bait trays individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
KEEP OUT OF REACH OF CHILDREN. 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistant bait 
boxes. 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K 1 is antidotal at doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K1 is antidotal at 
5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg (based on 
monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 
ENVIRONMENTAL HAZARDS: 
This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard to birds of 
prey and mammals. Do not apply directly to water. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,l'
biphenyl]-4-yl)-1,2,3 ,4-tetrahydro- l-naphthalenyl]-4-
hydroxy-2H-l-benzopyran-2-one ................................ 0. 005% 
INERT INGREDIENTS: ...................................... 99.995% 

TOTAL 100.000% 

Distributed by: 
Household Products Division 
Reckitt & Colman Inc. Wayne, NJ 07474 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-l; 2392-WI-l 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

• ••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Mr. Dan Peacock 
Insecticide I Rodenticide Branch 
U.S. Environmental Protection Agency 
Crystal Mall, Building 2 
1921 Jefferson Davis Hwy. 
Arlington, VA 22202 

January 8, 1999 

RE: d-Con Ready Mixed Generation II; EPA 3282-81 
Label Revisions - Your letter of December 4, 1998 

Dear Mr. Peacock: 
Enc losed please find three (3) copies of draft labelling ford-Con Ready Mixed Generation II, 
EPA 3282-81, which have been revised to reflect the changes requested in your December 4th 
letter ( copy attached ) and PR Notice 94-7. 
The labels have been revised as follows ; 

,,_. EPA Comment A 1: 

Center 11 DIRECTIONS FOR USE 11 

RESPONSE: 

The 11 DIRECTIONS FOR USE 11 heading has been centered. All other 
subheadi ngs remain left justified. 

v EPA Comment A2: 

Move and slightly alter the statement 11 If trays are not fed from for 5 consecutive days, relocate 
them to places where rodent activity exists and where placements consistent with the 
requirements of this label can be made ". 

RESPONSE 

• • 
Under APPLICATION DIRECTIONS, the statement 11 lftrays are not fecifMM 
for 5 consecutive days ....... can be made " has been moved to the control of rats 
area and slightl y altered, as directed. 

RECKITT & COLMAN INC. • 1655 Valley Road, P.O. Box 943 
Wayne, New Jersey• 07474-0943 • (973) 633-3600 • Fax (973) 633-3633 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • •• • • 
•••••• • • •• 
••••• • • ••••• 
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../ EPA Comment A2 cont.: 

Do not include any graphics with these directions. 

RESPONSE 

The goal of our use of graphics is to ensure that the user follows the use 
directions. The graphics on the product label demonstrate the appropriate 
placement of the product and proper use of tamper resistant bait stations. This is 
consistent with the Agency's and Industry's objective to promote proper use 
practices of Rodenticides. We kindly request that you reconsider your 
recommendation to remove the graphics. 

e ./ EPA Comment A3: 

Remove the subheading " PLACEMENT " under application directions. 

RESPONSE 

The subheading " PLACEMENT " has been deleted. 

EPA Comment A4: 

On the front panel of the box, replace " Rats and mice will die within 4 or 5 days after feeding 
begins", with" ~ats and mice may consume a lethal dose in one feeding with first dead rodents 
appearing 4 or 5 days after feeding begins ". 

RESPONSE 

" CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 
after feeding begins" 

has been replaced with 

" CAN KILL IN ONE FEEDING* 
*Rats and mice may consume a lethal dose in 
one feeding with first dead rodents appearing 4 
or 5 days after feeding begins " 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

•••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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EPA Comment B: 

Organize the heading and subheadings in" STORAGE AND DISPOSAL 11 in the manner 
indicated. 

RESPONSE 

B. 11 STORAGE AND DISPOSAL 11 has been centred; 

Storage: 
Disposal: 

appear as separate subheadings. 

Thank you for your assistance. Please contact me if you have any questions or comments. 

Regards, 

606 {i&20· 
Bob Fellows 
Reckitt & Colman Inc. 
Tel: 973/686-7389 
Fax: 973/686-7396-5 
email: bob.fellows@reckitt.com 

• • •••••• • 

• 
• • •••••• • 
• • •••••• • 

• 
• •• • • • •••• 
• •• • • • •••• 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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p UUi@ , z --z 487 320 795 
US Postal Service 

Receipt for Certified Mail 
No Insurance Coverage Provided. 
Do not use for International Mail (See reverse) 

Sent to ft, l ij / {, \ 
c,, c "'""~-

S1reet &Number ~ T:-e:<w 
Post Office, State, & ZIP Code 0 
Postage $ 

Certified Fee 

Special Delivery Fee 

Restricted Delivery Fee 
lO 
0) Return Receipt Showing to 0) 
~ Whom & Date Delivered 

Ci. Return Rec~ Showilg to Whom, 
<( Dale, & Addressee's Address 
ci 

$ 0 TOTAL Postage & Fees 
co 
M Postmark or Date 
E 
0 
LL 
en 
a.. 
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Stick postage stamps to article to cover First-Class postage, certified mall fee, and 
charges for any selected optional services (See front). 

1 If you want this receipt postmarked, stick the gummed stub to the right of the return 
address leaving the receipt attached, and present the article at a post office service 
window or hand it to your rural carrier (no extra charge). 

2. If you do not want this receipt postmarked, stick the gummed stub to the right of the 
return address of the article, date, detach, and retain the recetpt, and mail the article. 

3. If you want a return receipt, write the certified mail number and your name and address 
on a return receipt card, Form 3811 , and attach rt to the front of the article by means of the 
gummed ends if space permits. Otherwise, affix to back of article. Endorse front of article 
RETURN RECEIPT REQUESTED adjacent to the number. 

4. If you want delivery restricted to the addressee, or to an authorized agent of the 
addressee, endorse RESTRICTED DELIVERY on the front of the article. 

5. Enter fees for the services requested in the appropnate spaces on the front of this 
receipt. If return receipt is requested, check the applicable blocks in item 1 of Form 3811. 

6. Save this receipt and present rt if you make an inquiry 102595-98-M-0548 

·g_ 
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co 
M 
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CERTIFIED MA TL Dt.C - a 
Reckitt & Colman Inc. 
225 Summit Avenue 
Monvale, NJ 07645-1575 

Attention: Ms. Ruth Trager 

Subject: d-Con Pellets Generation II 
EPA Registration No. 3282-81 
Our letter of February 13 , 1997 

According to our files, we never received a copy of your final revised labeling following 
the specifications made on our letter of February 13 , 1997. Within 30 days of receipt of this letter, 
submit three (3) copies of your current label. The following changes should also appear in your 
submission: 

A Modify the proposed revised labeling submitted for this product on July 15, 1996, to 
read as indicated below. Note that some of these changes also were required by our 
letter of February I , 1996 . 

./ 1. On the back panel of the label for the 12-oz outer box, organize the heading and 
subheadings in the "DIRECTlONS FOR USE" in the manner indicated below 
(and also in PR Notice 94-7 and in our letter of February 1, 1996). The major 
heading "DIRECTIONS FOR USE" must be centered so that it is clear that the 
subheadings "READ THIS LABEL:" , "IMPORTANT", "USE 
RESTRICTIONS", "SELECTION OF TREATMENT AREAS", and 
"APPLICATlON DIRECTION " are sub-ordinate to "DIRECTIONS FOR 
USE" and are all parts of that section . 

Where the text on your label differs from that indicated below, change the text on 
your label. 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this product in a manner inconsistent with 
its labeling. 

READ THIS LABEL: Read this entire label ... 
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Page 2 of 4 

IMPORTANT: Do not expose children, pets, or other .... 

USE RESTRICTIONS: This product may be .... 

SELECTION OF TREATMENT AREAS: Determine ..... 

APPLICATION DIRECTIONS: 

The amount of bait contained in the trays in this box is unlikely to be sufficient 
to kill more than 3 to 12 rats. More than one box may be needed to control 
larger infestations. 

To Control Norway and Roof Rats: Place 1-4 bait trays per placement. 
Space placements at intervals of 15-30 feet in infested areas. If trays are 
not fed from for 5 consecutive days, relocate them to other places where 
rat activity exists and where placements consistent with the requirements 
of this label can be made. Maintain an uninterrupted supply of fresh bait 
for at least 10 days. 

To Control House Mice: Open tray and apply 1/4-1/2 ounce (1-2 level 
tablespoons) of bait at 8- to 12-foot intervals in infested areas. Larger 
placements (up to 2 ounces) may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more 
than Yi of the original amount has been removed by rodents. Replace 
contaminated or spoiled bait immediately if rodent activity still is evident. 
Collect and dispose of all dead animals and leftover bait properly. 

To prevent reinfestation, limit sources of rodent food, water and harborage as 
much as possible. If reinfestation does occur, repeat treatment. Where a 
continuous source of infestation is present, establish permanent bait stations 
and replenish them as needed. 11 

Note that it is necessary to move and slightly alter the sentence 

11 Iftrays are not fed from for 5 consecutive days, relocate them to other places 
where rodent activity exists and where placements consistent with the 
requirements of this label can be made. 11 
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Page 3 of 4 

This is because the sentence applies only to the control of commensal rats since the 
directions for controlling house mice do not call for the use of the contents of an 
entire tray at any one locus. 

Preserve this format and content when labels are printed. Do not include any 
graphics with these directions. 

J 2. The "subsubheading" "PLACEMENT:" which appears in your proposed revised 
box label under "APPLICATION DIRECTIONS:" should be deleted as it is 
unnecessary. Both of the set-in paragraphs under "PLACEMENT:" have their 
own headings already, and those headings ("To Control Norway and Roof Rats:" 
and "To Control House Mice:") are sufficient when considered in context. Make 
sure that these two paragraphs are .the only ones set in when labels are printed. 

*3. On the front panel of the box label; replace 

with 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" 

"Rats and mice may consume a lethal dose in one feeding with first dead 
rodents appearing 4 or 5 days after feeding begins." 

The statement that you seek to make is false and misleading. Not all rats and 
mice exposed to the product will die, and those that do die will not all die within 
4 or 5 days after feeding begins. We apologize for having accepted (or 
acquiesced to) somewhat similar statements in the past. 

Make this same substitution on the left side panel of the box label and on the 
front panel of the label for 3-oz bait trays. 

V 4. Either delete the single-feeding claim from the front panel of the label for 
individual bait trays or modify the claim as indicated above . 

.,. B. Organize the heading and subheading in "STORAGE AND DISPOSAL" in the 
manner indicated below. The major heading "STORAGE AND DISPOSAL" must be 
centered so that it is clear that "Storage" and "Disposal" are subheadings. 
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Page 4of4 

STORAGE AND DISPOSAL 

Storage: Store only in original container, in a dry place inaccessible 
to children and pets. 

Disposal: Do not reuse empty container. Securely wrap contained 
and any unused bait in newspaper and discard in trash. 

C. You requested to retain the stronger text, "May be harmful or fatal if swallowed." 
This text is acceptable at the present time. We will be studying the issue of the most 
appropriate text during the RED process. lf any labeling changes are needed in the 
future, we will inform you. 

If you have any questions, you may contact me at (703) 305-5407. 

Sincerely, 

~acock 
Biologist 
Insecticide-Rodenticide Branch 
Registration Division (7504C) 

F:\USER\GROBIOU\CORRESPONDENCE\Brodifacoum\3282-81.wpd 
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Efficacy Review: d-CON PELLETS GENERATION II, 3282-66 
Reckitt & Colman Inc. 
Montvale, NJ 07645-1575 

200.0 INTRODUCTION 

200.1 Uses 

0.005% Brodifacoum dry bait conditionally registered to 
control Norway rats, roof rats, and house mice 

"in and around homes, industrial, commercial, 
agricultural and public buildings. . . . in 
transport vehicles (ships, trains, aircraft) and 
in and around related port or terminal buildings." 

200.2 Background Information 

See efficacy reviews of 12/29/88, 5/14/90, 7/16/90, and 
1/30/96, along with other information in these products' 
jackets. Review of the "current." submission, dated 
7/15/96, has been delayed for about a year because the 
submission was not given by Leonard Cole to Daniel Peacock 
when administrative responsibility for Brodifacoum was 
reassigned to Mr. Peacock early in FY 1 97. I located the 
submission in Mr. Cole's files· on 1/6/98 .. On 2/13/97, Mr. 
Peacock completed a similar action on a. similarly-dated 
submission for a similar d-Con product: d-CON READY MIXED 
GENERATION II, 3282-81. 

Reckitt and Colman's submission of ~/15/96 for 3282-66 
consists of a cover letter and 5 cppies of proposed 
labeling reportedly revised in response to EPA's letter of 
2/1/96. In that letter, EPA responded to Reckitt & 
Colman's belated submission of 11/8/95 which had included 
proposed labeling 

"revised to include prescribed language as per PR 
Notice 94-7, the change in company name from 'The 
d-Con Company Inc.' to 'Household Products 
Division, Reckitt & Colman.' and label language 
that has been added as part ·of notifications." 

PR Notice 94-7 was issued on ~/16/94 and was mailed to 
registrants of commensal rodenticide baits over the next 
month, with parties generally receiving the notice during 
October of 1994. Within 90 days of receipt of PR Notice 
94-7, registrants of products affected by it were required 
to submit labels amended which included the bait protection ) 
statements prescribed by the notice. Therefore, Reckitt & 
Colman's initial response to.PR Notice 94-7 was 9 months 
too late. 

- - - - --------4 
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On 2/1/96, EPA "ACCEPTED with COMMENTS" the labeling 
submitted on 11/8/95. This meant that Reckitt & Colman had 
a month and a half to come up with printed labeling that 
was consistent with what EPA accepted on 2/1/96 and in 
compliance with PR Notice 94-7. The jacket for 3282-66 
does not show any submission of final printed labeling 
despite a request in the first paragraph of EPA's letter of 
2/1/96 for something of that nature. 

201.0 DATA SUMMARY 

No re~Qr~s of efficacy data were submitted. Efficacy data 
,,..__...... ~ .... ..,....._ -~ " ' 'efTO:"" 1 _......,,,,,,,., • 

relevant to this product are d1scussea~1n the eff 1cacy 
reviews of 5/14/90 and 7/16/90. In the latter review, I 
accepted rat and mouse efficacy data for 3282-66. 

At the time of reregistration, new efficacy data will have 
to be generated for both products if d-Con wishes to retain 
any sort of single-feeding claim for these products. If 
SRRD goes through with its plans to demand reformulation of 
commensal rodenticide baits to add a bittering agent and an 
"indicator dye", this product will have to be reformulated 
and tested for efficacy. The bait currently lacks a 
bittering agent. Although the bait contains a dye, it 
might lack an "indicator dye" of the sort -that SRRD 
envisions. 

The proposed revised labeling submitted includes labels for 
3-oz bait trays and labels for boxes which would hold 4 
such trays. In its letter of 7/15/96, Reckitt & Colman 
takes issue with some of the changes that EPA directed in 
its letter of 2/1/96, but claims to have complied with 
others. In fact, Reckitt & Colman did not make all of the 
required changes that its letter of 7/15/96 fails to: 
discuss. (Unfortunately, we failed to notice similar 
problems in the submission of 7/15/96 for 3282-81. Daniel 
Peacock handled that submission without an efficacy review, 
but I signed the letter on 2/13/97.) 

f As was the case with their submission of 11/8/95, the . · 
"DIRECTIONS FOR USE" on the labeling submitted on 7/15/96 
are not properly organized in that the subheadings ''READ 
THIS LABEL", "IMPORTANT", "USE RES,TRICTIONS", "SELECTION OF 
TREATMENT AREAS", and "APPLICATION DIRECTIONS" are 
presented in parallel (i.e., with equal emphasis) to the 
main heading "DIRECTIONS FOR USE". As a consequence, the 
"DIRECTIONS FOR USE" sect.ion appears to begin and end with 
the "It is a violation of Federal law . . . labeling" 
sentence. How __ t.o ... correct this problem was emphasized in 

·=" E:~A •:_ __ le:!ter_-~o_.-f_2_/_1_-(16·.-~·----·------·~----~ -- ~ ·····--~,~~-=--· ~ 

The issue of organization of the use directions can become 
a big deal for rodenticide baits when regist~ants break up 
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the directions between label panels, thereby separating the 
baiting instructions ("APPLICATION DIRECTIONS.= II) from the 
bait protection statements ("IMPORTANT:") and the "USE 
RESTRICTIONS:". When formatted as Reckitt .& Colman has 
done for this product, the "DIRECTIONS FO~ USE" section 
technically lacks many of the components required for it in 
40 CFR, §156.10. 

There is another lingering problem with the use directions 
plus another which Reckitt & Colman h~s introduced. These 
are discussed under "CONCLUSIONS". 

The proposed revised box label includes fewer promotional 
claims than did the box label proposed on 11/8/95. The 
claims that remain either were acceptable to begin with or 
have been modified somewhat or entirely in accordance with 
EPA's letter of 2/1/96. 

The claim which remains problematical is the modified J single-feeding claim. EPA's letter of 271/96 d1rectea thati 
1:-he-c·:ta-tm proposed by Reckitt & Colman --

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days" --

be changed to 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 5 
days after feeding begins." 

Reckitt & Colman responded by proposing the claim 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" --

That statement is that it is false and ~~L~adJ.ng__. Not all 
rats and mice exposed tp the product will die as some of 
them will not eat a su~f icient amount of bait. Tnose that 
do die will not all qi~ within 4 or 5 days after feeding 
begins. Sadly, we have accepted the statement now sought 
for 3282-66 on the label accepted for 3282-81 on 2/13/97 
and, in fact, had accepted the version proposed on 11/8/95 
for d-Con products .ln earlier years. However, we should 
not extend the pro~lem by continuing to accept false and 
misleading text. .We should repeat the change required by 
our letter of 2/1/96 for 3282-66. We also should take some 
corrective action, with respect to 3282-81, probably on a 
next-printing basis. 

The proposed revised bait label for bpit trays now includes 
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a "DIRECTIONS FOR USE" section which reads as shown 
immediately below. 

"DIRECTIONS FOR USE 

It is a violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. Read the entire label on the outer 
package before using this product. It is illegal 
to sell these bait trays individually." 

This is the text which EPA's letter of 2/1/96 require~ 

I 
j_o~ 

The tray label also bears the inappropriate single-feeding 
claim which must be modified. 

Although the "anticoagulant cluster RED" might be issued at 
any moment and is expected to prescribe its own set of 
label changes, I feel that IRB should respond. to Reckitt & 
Colman as indicated below with respect to 3282~66. I also 
feel that we should attempt to fix things fQr 3282-81. We 
have no guarantee of a timely relea.se of' the RED""'i10r do we 
know whether it will endure in its. original form as, from_ 
what I know of the RED's expected.contents, it is likely to 
engender considerable opposition in the rodenticide 
industry. 

202.0 CONCLUSIONS 

~e proposed revised labeling submitted for this 
product on July 15, 1996, to read as indicated below. Note 
that some of these changes also were required by our lette~ 
of February 1, ~996. _ 

~On the back panel of the label for the 12-oz outer box, 
~organize the heading and subheadings in the "DIRECTIONS 

FOR USE" in the manner indicated below (and also in PR 
Notice 94-7 and in our letter of February 1, 1996). The 
major heading "DIRECTIONS FOR USE" must be €fl~ so 
that it is clear that the subheadings "READ THrS
LABEL:", "IMPORTANT", "USE RESTRICTIONS", "SELECTION OF 
TREATMENT AREAS", and "APPLICATION DIRECTIONS" are. 
subordinant to~DIRECTIONS FOR USE" and are all parts.of 
that section. 1Where the text on your label differs from 
that indicated below, change the text on your label .. 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
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product in a manner inconsistent with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or 
other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a location out 
of reach of children and pets. 

2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
nontarget wildlife, or in tamper-resistant 
bait stations. These stations must be 
resistant to destruction by children under 
six years of age and must be used in a 
manner that prevents such children from 
reaching into bait compartments and 
obtaining bait. If bait can be shaken from 
stations when they are lifted, units must be 
secured or otherwise immobilized. Even 
stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified on 
this label. 

USE RESTRICTIONS: This product may be used to 
control house mice, Norway rats, and roof rats 
in and around homes, industrial, commercial, 
agricultural and public buildings. d-CON 
Pellets Generation II also may be used in 
transport vehicles (ships, trains, aircraft) 
and in and around related port or terminal 
buildings. Do not use in sewers. Do not place 
bait in areas where there is a possibility of 
contaminating food or surfaces that come in 
direct contact with food. Do not broadcast 
bait. 

SELECTION OF TREATMENT AREAS: Determine areas 
where rats or mice will most likely find and 
consume the bait. Generally, these are along 
walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, 
between floors and walls, or in locations where 
rodents or signs of rodents have been seen. 
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Remove as much alternative food as possible. 
Use tamper-resistant bait stations wherever 
necessary (see "IMPORTANT"). 

APPLICATION DIRECTIONS: 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill 
more than 3 to 12 rats. More than one box may 
be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-3 o feet in_inf,es.ted.. __ _, 

_ area~tra-y·s-are not fed ~from for 5 · 

Oonsecutive days, relocate them to other 
laces where rat activity exists and where 
lacements consistent with ~he reguirements 
f this lab_gl_c_an_b.e-made .. __JMaintain an 

1:rnlnterrupted supply of fresh bait for at 
least 10 days. 

To Control House Mice: Open tray and apply 
1/4-1/2 ounce (1-2 level tablespoons) of 
bait at 8- to 12-foot intervals in infested 
areas. Larger placements (up to 2 ounces) 
may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 

Check bait locations every 2 days for signs of 
feeding. Replenish bait if more than 1/2 of 
the original amount has been removed by 
rodents. Replace contaminated or spoiled bait 
immediately if rodent activity still is 
e~ident.1\ Collect and dispose of all dead 
aniTira-1-s""'and leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible. If reinfestation does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stations and replenish them as needed." 

Preserve this format and content when labels are 
printed. DJ?~ include any graphics with these , 
directions.~~Note that it is necessary to move and 
slightly alter the sentence 

"If trays are not fed from for 5 consecutive 
days, relocate them to other places where 
rodent activity exists and where placements 
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consistent with the requirements of this label 
can be made." 

This is because the sentence applies only to the control 
of commensal rats since the directions for controlling 
house mice do not call for the use of the contents of an 
entire tray at any one locus. 

The "subsubheading" "PLACEMENT:" which appears in your 
proposed revised box label under "APPLICATION 
DIRECTIONS:" should be deleted as it is unnecessary. 
Both of the set-in paragraphs under "PLACEMENT:" have 
their own headings already, and those headings ("To 
Control Norway and Roof Rats:" and "To Control House 
Mice:") are sufficient when considered in context. Make 
sure that these two paragraphs are the only ones set in 
when labels are printed. 

1. e. On the front panel of the box label, replace 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" 

with 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

The statement that you seek· to make is false and 
misleading. Not alL rats and mice exposed to the 
product will die, an~ those that do die will not all die 
within 4 or 5 days after feeding begins. We apologize 
for having accepted (or acquiesced to) somewhat similar 
statements in the past. 

Make this same substitution on the left side panel of 
the box label and on the front panel of the label for 
3-oz bait trays. 

Either delete the single-feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim as indicated above. 

3282-81 

At the next printing of this product's labeling, make the 
changes indicated below. 

1. On the back panel of the box label, organize the heading 
and subheadings in the "DIRECTIONS FOR USE" in the 
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manner indicated below (and also in PR Notice 94-7 and 
in our letter of February 1, 1996). The major heading 
"DIRECTIONS FOR USE" must be centered so that it is 
clear that the subheadings "READ THIS LABEL:", 
"IMPORTANT", "USE RESTRICTIONS", "SELECTION OF TREATMENT 
AREAS", and "APPLICATION DIRECTIONS" are subordinant to 
"DIRECTIONS FOR USE" and are all parts of that section. 
Where the text on your label differs from that indicated 
below, change the text on your label. 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use precautions . 

IMPORTANT: Do not expose children, pets, or 
other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a location out 
of reach of children and pets. 

2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
nontarget wildlife, or in tamper-resistant 
bait stations. These stations must be 
resistant to destruction by children under 
six years of age and must be used in a 
manner that prevents such children from 
reaching into bait compartments and 
obtaining bait. If bait can be shaken from 
stations when they are lifted, units must be 
secured or otherwise immobilized. Even 
stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified on 
this label. 

USE RESTRICTIONS: This product may be used to 
control house mice, Norway rats, and roof rats 
in and around homes, industrial, commercial, 
agricultural and public buildings. d-CON Ready 
Mixed Generation II also may be used in 
transport vehicles (ships, trains, aircraft) 
and in and around related port or terminal 
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buildings. Do not use in sewers. Do not place 
bait in areas where there is a possibility of 
contaminating food or surfaces that come in 
direct contact with food. Do not broadcast 
bait. 

SELECTION OF TREATMENT AREAS: Determine areas 
where rats or mice will most likely find and 
consume the bait. Generally, these are along 
walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, 
between floors and walls, or in locations where 
rodents or signs of rodents have been seen. 
Remove as much alternative food as possible. 
Use tamper-resistant bait stations wherever 
necessary (see "IMPORTANT"). 

APPLICATION DIRECTIONS: 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill 
more than 3 to 12 rats. More than one box may 
be needed to control larger infestations. 
[This paragraph applies to the 12-oz, 4-tray 
package but not to the 3-lb package.] 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-30 feet in infested 
areas. If trays are not fed from for 5 
consecutive days, relocate them to other 
places where rat activity exists and where 
placements consistent with the requirements 
of this label can be made. Maintain an 
uninterrupted supply of fresh bait for at 
least 10 days. 

To control House Mice: Open tray and apply 
1/4-1/2 ounce (1-2 level tablespoons) of 
bait at 8- to 12-foot intervals in infested 
areas. Larger placements (up to 2 ounces) 
may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 

Check bait locations every 2 days for signs of 
feeding. Replenish bait if more than 1/2 of 
the original amount has been removed by 
rodents. Replace contaminated or spoiled bait 
immediately if rodent activity still is 
evident. Collect and dispose of all dead 
animals and leftover bait properly. 
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To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible. If reinfestation does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stations and replenish them as needed." 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
directions. 

Note that it is necessary to move and slightly alter the 
sentence 

"If trays are not fed from for 5 consecutive 
days, relocate them to other places where 
rodent activity exists and where placements 
consistent with the requirements of this label 
can be made." 

This is because the sentence applies only to the control 
of commensal rats since the directions for control of 
house mice do not call for the use of the contents of an 
entire tray at any one locus. 

The "subsubheading" "PLACEMENT:" which appears in your 
proposed revised box label under "APPLICATION 
DIRECTIONS:" should be deleted as it is unnecessary. 
Both of the set-in paragraphs under "PLACEMENT:" have 
their own headings already, and those headings ("To 
Control Norway and Roof Rats:" and "To Control House 
Mice:") are sufficient when considered in context. Make 
sure that these two paragraphs are the only ones set in 
when labels are printed . 

3.~. On the front panel of the box label, replace 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" 

with 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

The statement on your current label is false and . 
misleading. Not all rats and mice exposed to the 
product will die, and those that do die will not all die 
within 4 or 5 days after feeding begins. We apologize 
for having accepted the proposed statement in the past. 
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Make this same substitution on the left side panel of 
the box label and on the front panel of the label for 
3-oz bait trays. 

3. Either delete the single-feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim as indicated above. 

[PEG: The labeling submitted for 3282-66 also includes departures 
from our previously prescribed text for the "PRECAUTIONARY 
STATEMENTS" and "ENVIRONMENTAL HAZARDS" sections. I have 
not addressed these changes in this review. The response 
that Dan prepared for the labeling of 3282-81 concentrated 
on the precautionary text (which possibly was the reason 
why I did not catch the problems with the claims and use 
directions). ":Q:e company's arguments on the "harmful or 
fatal" issue are interesting. In any event, I am passing 

'th-e-jacket for 3282-81 along to you so that you can have a 
look at the response of 2/i3/97 for that product.] 

William W. Jacobs 
Biologist 
In ~.cide-Rodenticide Branch 
January 12, 1998 
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Efficacy Review: d-CON PELLETS GENERATION II, 3282-66 
Reckitt & Colman Inc. 
Montvale, NJ 07645-1575 

200.0 INTRODUCTION 

0.005% Brodifacoum dry bait conditionally registered to 
control Norway rats, roof rats, and house mice 

"in and around homes, industrial, commercial, 
agricultural and public buildings. . in 
transport vehicles (ships, trains, aircraft) and 
in and around related port or terminal buildings." 

200.2 Background Information 

See efficacy reviews of 12/29/88, 5/14/90, 7/16/90, and 
1/30/96, along with other information in these products' 
jackets. Review of the "current" submission, dated 
7/15/96, has been delayed for about a year because the 
submission was not given by Leonard Cole to Daniel Peacock 
when administrative responsibility for Brodifacoum was 
reassigned to Mr. Peacock early in FY '97. I located the 
submission in Mr. Cole's files on 1/6/98. On 2/13/97, Mr. 
Peacock completed a similar action on a similarly-dated 
submission for a similar d-Con product: d-CON READY MIXED 
GENERATION II, 3282-81. 

Reckitt and Colman's submission of 7/15/96 for 3282-66 
consists of a cover letter and 5 copies of proposed 
labeling reportedly revised in response to EPA's letter of 
2/1/96. In that letter, EPA responded to Reckitt & 
Colman's belated submission of 11/8/95 which had included 
proposed labeling 

"revised to include prescribed language as per PR 
Notice 94-7, the change in company name from 'The 
d-Con Company Inc.' to 'Household Products 
Division, Reckitt & Colman.' and label language 
that has been added as part of.notifications." 

PR Notice 94-7 was issued on 9/16/94 and was mailed to 
registrants of commensal rodenticide baits over the next 
month, with parties generally receiving the notice during 
October of 1994. Within 90 days of receipt of PR Notice 
94-7, registrants of products affected by it were required 
to submit labels amended which included the bait protection 
statements prescribed by the notice. Therefore, Reckitt & 
Colman's initial response to PR Notice 94-7 was 9 months 
too late. 

1 
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On 2/1/96, EPA "ACCEPTED with COMMENTS" the labeling 
submitted on 11/8/95. This meant that Reckitt & Colman had 
a month and a half to come up with printed labeling that 
was consistent with what EPA accepted on 2/1/96 and in 
compliance with PR Notice 94-7. The jacket for 3282-66 
does not show any submission of final printed labeling 
despite a request in the first paragraph of EPA's letter of 
2/1/96 for something of that nature. 

201.0 DATA SUMMARY 

No reports of efficacy data were submitted. Efficacy data 
relevant to this product are discussed in the efficacy 
reviews of 5/14/90 and 7/16/90. In the latter review, I 
accepted rat and mouse efficacy data for 3282-66. 

At the time of reregistration, new efficacy data will have 
to be generated for both products if d-Con wishes to retain 
any sort of single-feeding claim for these products. If 
SRRD goes through with its plans to demand reformulation of 
commensal rodenticide baits to add a bittering agent and an 
"indicator dye", this product will have to be reformulated 
and tested for efficacy. The bait currently lacks a 
bittering agent. Although the bait contains a dye, it 
might lack an "indicator dye" of the sort that SRRD 
envisions. 

The proposed revised labeling submitted includes labels for 
3-oz bait trays and labels for boxes which would hold 4 
such trays. In its letter of 7/15/96, Reckitt & Colman 
takes issue with some of the changes that EPA directed in 
its letter of 2/1/96, but claims to have complied with 
others. In fact, Reckitt & Colman did not make all of the 
required changes that its letter of 7/15/96 fails to 
discuss. (Unfortunately, we failed to notice similar 
problems in the submission of 7/15/96 for 3282-81. Daniel 
Peacock handled that submission without an efficacy review, 
but I signed the letter on 2/13/97.) 

As was the case with their submission of 11/8/95, the 
"DIRECTIONS FOR USE" on the labeling submitted on 7/15/96 
are not properly organized in that the subheadings "READ 
THIS LABEL II , II IMPORTANT II I II USE RESTRICTIONS II I II SELECTION OF 
TREATMENT AREAS", and "APPLICATION DIRECTIONS" are 
presented in parallel (i.e., with equal emphasis) to the 
main heading "DIRECTIONS FOR USE". As a consequence, the 
"DIRECTIONS FOR USE" section appears to begin and end with 
the "It is a violation of Federal law . . labeling'' 
sentence. How to correct this problem was emphasized in 
EPA's letter of 2/1/96. 
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The issue of organization of the use directions can become 
a big deal for rodenticide baits when registrants break up 
the directions between label panels, thereby separating the 
baiting instructions ("APPLICATION DIRECTIONS:") from the 
bait protection statements ("IMPORTANT:") and the "USE 
RESTRICTIONS: 11

• When formatted as Reckitt & Colman has 
done for this product, the "DIRECTIONS FOR USE 11 section 
technically lacks many of the components required for it in 
40 CFR, §156 .10. 

There is another lingering problem with the use directions 
plus another which Reckitt & Colman has introduced. These 
are discussed under "CONCLUSIONS". 

The proposed revised box label includes fewer promotional 
claims than did the box label proposed on 11/8/95. The 
claims that remain either were acceptable to begin with or 
have been modified somewhat or entirely in accordance with 
EPA's letter of 2/1/96. 

The claim which remains problematical is the modified 
single-feeding claim. EPA's letter of 2/1/96 directed that 
the claim proposed by Reckitt & Colman --

II CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days" --

be changed to 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 5 
days after feeding begins." 

Reckitt & Colman responded by proposing the claim 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" --

That statement is that it is false and misleading. Not all 
rats and mice exposed to the product will die as some of 
them will not eat a sufficient amount of bait. Those tliat 
do die will not all die within 4 or 5 days after feeding 
begins. Sadly, we have accepted the statement now sought 
for 3282-66 on the label accepted for 3282-81 on 2/13/97 
and, in fact, had accepted the version proposed on 11/8/95 
ford-Con products in earlier years. However, we should 
not extend the problem by continuing to accept false and 
misleading text. We should repeat the change required by 
our letter of 2/1/96 for 3282-66. We also should take some 
corrective action with respect to 3282-81, probably on a 
next-printing basis. 
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The proposed revised bait label for bait trays now includes 
a "DIRECTIONS FOR USE" section which reads as shown 
immediately below. 

"DIRECTIONS FOR USE 

It is a violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. Read the entire label on the outer 
package before using this product. It is illegal 
to sell these bait trays individually." 

This is the text which EPA's letter of 2/1/96 required. 

The tray label also bears the inappropriate single-feeding 
claim which must be modified. 

Although the "anticoagulant cluster RED" might be issued at 
any moment and is expected to prescribe its own set of 
label changes, I feel that IRB should respond to Reckitt & 
Colman as indicated below with respect to 3282-66. I also 
feel that we should attempt to fix things for 3282-81. We 
have no guarantee of a timely release of the RED nor do we 
know whether it will endure in its original form as, from 
what I know of the RED's expected contents, it is likely to 
engender considerable opposition in the rodenticide 
industry. 

202.0 CONCLUSIONS 

3282-66 

Modify the proposed revised labeling submitted for this 
product on July 15, 1996, to read as indicated below. Note 
that some of these changes also were required by our letter 
of February 1, 1996. 

1. On the back panel of the label for the 12-oz outer box, 
organize the heading and subheadings in the "DIRECTIONS 
FOR USE" in the manner indicated below (and also in PR 
Notice 94-7 and ::_n our letter of February 1, 1996). The 
major heading "DIRECTIONS FOR USE" must be centered so 
that it is clear that the subheadings "READ THIS 
LABEL: II I 

11 IMPORTANT" I "USE RESTRICTIONS II I II SELECTION OF 
TREATMENT AREAS", and "APPLICATION DIRECTIONS" are 
subordinant to "DIRECTIONS FOR USE" and are all parts of 
that section. Where the text on your label differs from 
that indicated below, change the text on your label. 
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"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or 
other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a location out 
of reach of children and pets. 

2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
nontarget wildlife, or in tamper-resistant 
bait stations. These stations must be 
resistant to destruction by children under 
six years of age and must be used in a 
manner that prevents such children from 
reaching into bait compartments and 
obtaining bait. If bait can be shaken from 
stations when they are lifted, units must be 
secured or otherwise immobilized. Even 
stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified on 
this label. 

USE RESTRICTIONS: This product may be used to 
control house mice, Norway rats, and roof rats 
in and around homes, industrial, commercial, 
agricultural and public buildings. d-CON 
Pellets Generation II also may be used in 
transport vehic~es (ships, trains, aircraft) 
and in and around related port or terminal 
buildings. Do not use in sewers. Do not place 
bait in areas where there is a possibility of 
contaminating food or surfaces that come in 
direct contact with food. Do not broadcast 
bait. 

SELECTION OF TREATMENT AREAS: Determine areas 
where rats or mice will most likely find and 
consume the bait. Generally, these are along 
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walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, 
between floors and walls, or in locations where 
rodents or signs of rodents have been seen. 
Remove as much alternative food as possible. 
Use tamper-resistant bait stations wherever 
necessary (see "IMPORTANT") 

APPLICATION DIRECTIONS: 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill 
more than 3 to 12 rats. More than one box may 
be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-30 feet in infested 
areas. If trays are not fed from for 5 
consecutive days, relocate them to other 
places where rat activity exists and where 
placements consistent with the requirements 
of this label can be made. Maintain an 
uninterrupted supply of fresh bait for at 
least 10 days. 

To Control House Mice: Open tray and apply 
1/4-1/2 ounce (1-2 level tablespoons) of 
bait at 8- to 12-foot intervals in infested 
areas. Larger placements (up to 2 ounces) 
may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 

Check bait locations every 2 days for signs of 
feeding. Replenish bait if more than 1/2 of 
the original amount has been removed by 
rodents. Replace contaminated or spoiled bait 
immediately if rodent activity still is 
evident. Collect and dispose of all dead 
animals and leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible. If reinfestation does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stations and replenish them as needed." 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
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directions. Note that it is necessary to move and 
slightly alter the sentence 

"If trays are not fed from for 5 consecutive 
days, relocate them to other places where 
rodent activity exists and where placements 
consistent with the requirements of this label 
can be made." 

This is because the sentence applies only to the control 
of commensal rats since the directions for controlling 
house mice do not call for the use of the contents of an 
entire tray at any one locus. 

The "subsubheading" "PLACEMENT:" which appears in your 
proposed revised box label under "APPLICATION 
DIRECTIONS:" should be deleted as it is unnecessary. 
Both of the set-in paragraphs under "PLACEMENT:" have 
their own headings already, and those headings ("To 
Control Norway and Roof Rats:" and "To Control House 
Mice:") are sufficient when considered in context. Make 
sure that these two paragraphs are the only ones set in 
when labels are printed. 

2. On the front panel of the box label, replace 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" 

with 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

The statement that you seek to make is false and 
misleading. Not all rats and mice exposed to the 
product will die, and those that do die will not all die 
within 4 or 5 days after feeding begins. We apologize 
for having accepted (or acquiesced to) somewhat similar 
statements in the past. 

Make this same substitution on the left side panel of 
the box label and on the front panel of the label for 3-
oz bait trays. 

3. Either delete the single-feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim as indicated above. 

7 
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3282-81 

At the next printing of this product's labeling, make the 
changes indicated below. 

1. On the back panel of the box label, organize the heading 
and subheadings in the "DIRECTIONS FOR USE'' in the 
manner indicated below (and also in PR Notice 94-7 and 
in our letter of February 1, 1996). The major heading 
"DIRECTIONS FOR USE 11 must be centered so that it is 
clear that the subheadings "READ THIS LABEL:", 
II IMPORTANT II ' II USE RESTRICTIONS II ' II SELECTION OF TREATMENT 
AREAS", and "APPLICATION DIRECTIONS" are subordinant to 
"DIRECTIONS FOR USE" and are all parts of that section. 
Where the text on your label differs from that indicated 
below, change the text on your label. 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or 
other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a location out 
of reach of children and pets. 

2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
nontarget wildlife, or in tamper-resistant 
bait stations. These stations must be 
resistant to destruction by children under 
six years of age and must be used in a 
manner that prevents such children from 
reaching into bait compartments and 
obtaining bait. If bait can be shaken from 
stations when they are lifted, units must be 
secured or otherwise immobilized. Even 
stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified on 
this label. 
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USE RESTRICTIONS: This product may be used to 
control house mice, Norway rats, and roof rats 
in and around homes, industrial, commercial, 
agricultural and public buildings. d-CON Ready 
Mixed Generation II also may be used in 
transport vehicles (ships, trains, aircraft) 
and in and around related port or terminal 
buildings. Do not use in sewers. Do not place 
bait in areas where there is a possibility of 
contaminating food or surfaces that come in 
direct contact with food. Do not broadcast 
bait. 

SELECTION OF TREATMENT AREAS: Determine areas 
where rats or mice will most likely find and 
consume the bait. Generally, these are along 
walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, 
between floors and walls, or in locations where 
rodents or signs of rodents have been seen. 
Remove as much alternative food as possible. 
Use tamper-resistant bait stations wherever 
necessary (see "IMPORTANT") 

APPLICATION DIRECTIONS: 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill 
more than 3 to 12 rats. More than one box may 
be needed to control larger infestations. 
[This paragraph applies to the 12-oz, 4-tray 
package but not to the 3-lb package.] 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-30 feet in infested 
areas. If trays are not fed from for 5 
consecutive days, relocate them to other 
places where rat activity exists and where 
placements consistent with the requirements 
of this label can be made. Maintain an 
uninterrupted supply of fresh bait for at 
least 10 days. 

To Control House Mice: Open tray and apply 
1/4-1/2 ounce (1-2 level tablespoons) of 
bait at 8- to 12-foot intervals in infested 
areas. Larger placements (up to 2 ounces) 
may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 
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Check bait locations every 2 days for signs of 
feeding. Replenish bait if more than 1/2 of 
the original amount has been removed by 
rodents. Replace contaminated or spoiled bait 
immediately if rodent activity still is 
evident. Collect and dispose of all dead 
animals and leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible. If reinfestation does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stations and replenish them as needed." 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
directions. 

Note that it is necessary to move and slightly alter the 
sentence 

"If trays are not fed from for 5 consecutive 
days, relocate them to other places where 
rodent activity exists and where placements 
consistent with the requirements of this label 
can be made." 

This is because the sentence applies only to the control 
of commensal rats since the directions for control of 
house mice do not call for the use of the contents of an 
entire tray at any one locus. 

The "subsubheading" "PLACEMENT:" which appears in your 
proposed revised box label under "APPLICATION 
DIRECTIONS:" should be deleted as it is unnecessary. 
Both of the set-in paragraphs under "PLACEMENT:" have 
the.ir own headings already, and those headings ("To 
Control Norway and Roof Rats:" and "To Control House 
Mice:") are sufficient when considered in context. Make 
sure that these two paragraphs are the only ones set in 
when labels are printed. 

2. On the front panel of the box label, replace 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days 

after feeding begins" 

with 
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"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

The statement on your current label is false and 
misleading. Not all rats and mice exposed to the 
product will die, and those that do die will not all die 
within 4 or 5 days after feeding begins. We apologize 
for having accepted the proposed statement in the past. 

Make this same substitution on the left side panel of 
the box label and on the front panel of the label for 3-
oz bait trays. 

3. Either delete the single-feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim as indicated above. 

[PEG: The labeling submitted for 3282-66 also includes departures 
from our previously prescribed text for the "PRECAUTIONARY 
STATEMENTS" and "ENVIRONMENTAL HAZARDS" sections. I have 
not addressed these changes in this review. The response 
that Dan prepared for the labeling of 3282-81 concentrated 
on the precautionary text (which possibly was the reason 
why I did not catch the problems with the claims and use 
directions). The company's arguments on the "harmful or 
fatal" issue are interesting. In any event, I am passing 
the jacket for 3282-81 along to you so that you can have a 
look at the response of 2/13/97 for that product.] 

William W. Jacobs 
Biologist 
Insecticide-Rodenticide Branch 
January 12, 1998 
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Reckitt & Colman Inc. 
225 Summit Ave. 
Montvale, NJ 07645-1575 

Attention: Ms. Ruth Trager 

Subject: d-Con Ready Mixed Generation II 
EPA Registration No. 3282-81 
Your letter of July 15, 1996 

FEB 1 3 1997 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA) , as amended, is acceptable provided that 
you make the following changes and submit one (1) copy to us 
before you ship your product: 

A. 12 oz. and 3 lb. Outer Box Label 

1. Under "SELECTION OF TREATMENT AREAS", place a period 
after " (see "IMPORTANT:") . 

2. Under "CAUTION", place a period after "Wash hands after 
handling bait". 

B. 3 oz. Bait Tray Label 

1. Under "CAUTION", place a period after "Wash hands after 
handling bait". 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA section 
6(e). Your release for shipment of the product bearing the 
amended labeling constitutes acceptance of these conditions. 

A stamped copy of the labeling is enclosed for your records. 

Sincerely yours, 

W£ W. Jacobs, PhD 
Product Manager (14) 
Insecticide-Rodenticide Branch 
Registration Division (H7504C) 

Enclosures: 1. Stamped Label 
2. A-79 Enclosure 

Peacock WP#ll:A:\Talon\3282-81.FEB:305-5407,-6600:2/13/97 
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. ) ,. d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
July 15. 1996 - Page 1 

12 OZ. AND 3 LB. OUTER BOX 
FRONT LABEL 

(GOOD HOUSEKEEPING SEAL) 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RA TS 

Keep out of reach of children. 
CAUTION: M?y be~~ if swallowed. 

Read additional precautionary statements on back panel. 

-~-~-----:-A:CTIVKIN GRED IENT£ Brodifacourri-3~[3:.( 4'~bromo-{1 ;I'.;; -- -- -------- --- -
- . -· . -biphe~yl]-4-yl)-1,2,'3 ,4-tetrahydro-1-naphthalenyl]-4- - - - -

-"' hydroxy-2H-1-benzopyran-2-one ............................... 0.005% 
INERT INGREDIENTS: ....................................... 99.995% 

TOTAL 100.000% 

4 READY-TO-USE BAITS FILLED TRAYS 
NET CONTENTS 4/3.0 OZ. (85g) NET WT. 12 OZ. (340g) 

16 READY-TO-USE BAITS FILLED TRAYS 
NET WT. 3 LBS. 

•••••• • • • ·- . 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • •••••• . -
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
July 15, 1996 - Page 2 

12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON® READY MIXED GENERATION II 

KILLS MICE AND RATS 
Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE:~olation of Federal law to use this product in a manner inconsistent 
with its labeling. 

READ THIS LABEL: Read this entire label and follow all use directions and use precautions. 

IMPORT ANT: Do not expose children, pets, or other nontarget animals to rodenticides. To help 
-prevent accidents: 

--
1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and nomarget wildlife, or in 
tamper-resistant bait stations. These stations must be resistant to destruction by children under six years 
of age and must be used in a manner that prevents such children from reaching into bait compartments 
and obtaining bait. If bait can be shaken from stations when they are lifted, units must be secured or 
otherwise immobilized. Even stronger bait stations are needed in areas open to hoofed livestock, 
raccoons, bears, other potentially destructive animals, or in areas prone to vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may be used to control House Mice, Norway Rats, and Roof 
- -- _---Ratsin··and-around homes, industrial; commercial,- agricultural and-public buildings; d-CON Ready-·----- -

Mixed Generation II may also be used in transport vehicles (ships, trains, aircraft}'aii.d-ill and around -
related port or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a 
possibility of contaminating food or surfaces that come in direct contact with food. Do not broadcast 
bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most ~iktely.find 
• • 

and consume the bait. Generally, these are along walls, by gnawed openings, in or beside burro~~. in 
• • • • • • • • comers and concealed places, between floors and walls, or in locations where ro~n~ c:r s1g11s of.rodents 

have been seen. Remove as much alternative food as possible. Use tamper-resishm! ~t stattons•• 
wherever necessary (see "IMPORT ANT:") • • • ••: •. 

••••• •• • • • • • • • • • 
• •• • • • •••• 
•••• • • • •• • 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
.July 15. 1996 - Page 3 

APPLICATION DIRECTIONS': 
(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely to be 
sufficie~o-kill~ 3 to 12 rats. More than one box may be needed to control larger infestations.) 

~ENT: 
To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at 
intervals of 15 - 30 feet in infested areas. Maintain an uninterrupted supply of fresh bait for at 
least 10 days. 
To Control House Mice: Open tray and apply 1/4 - 1/2 oz. (1 - 2 level tablespoons) of bait at 8 
to 12 foot intervals in infested areas. Larger placements (up to 2 ounces) may be needed at points 
of extremely high mouse activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 112 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent 
aetivity is still evident. If trays are not fed from for 5 consecutive days, relocate them to other places 
where rodent activity exists and where placements consistent with the requirements of this label can be 
made. Collect and dispose of all dead animals and leftover bait properly. 
~To prevent reinfestation, limit sources -of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where a continuous source of infestation is present, establish 
permanent bait statfons and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS -
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and 
pets. Wash hands after handling bait IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT 
ONCE. For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN 
BY ANIMALS OR PETS: Call your local veterinarian. 

NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the e blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning OCCUrS, intramuscular and Oral 

- ------ - --- administration-of Vitamin Kf are indicated;:·as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin 
times). In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K 1 is 
antidotal at 5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg 
(based on monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 

••• • • • ENVIRONMENTAL HAZARDS: • • 
This product is toxic to fish, birds and wildlife. This product can pose a second~ n~rd to. bir'1s of 
prey and mammals. Do not apply directly to water. • • • • • • : • • • • • 

• • •• 
••••• • • ••••• 

• ••• • • • •• • 
• 

• •• • • • •••• 
•••• • • • •• • 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
July 15. 1996 - Page 4 

STORAGE AND DISPOSAL: Store in original container in a dry place inaccessible to children and 
pets. Do not reuse empty container. Securely wrap container and any unused bait in newspaper and 
discard in trash. . 

MADE IN THE USA 

d-CON BAITS: KILLING MICE AND RATS IN AMERICA FOR OVER 40 YEARS 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

NOTICE TO BUYER AND USER: Seller warrants that this product conforms to the chemical 
description on the label and is reasonably fit for the purposes stated on the label when used in 
accordance with directions under normal conditions of use. This warranty does not extend to the use of 
this product contrary to label instructions, or under abnormal use conditions, or under conditions not 

-reasonably foreseeable to Seller, and Buyer and User assumes the risk of any such use. 

, SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OF FITNESS OR MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RES UL TING FROM THE USE OR 
HANDLING OF THIS PRODUCT AND SELLER'S .SOLE LIABILITYAND BUYER'S AND USER'S -
EXCLUSIVE REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURC.HASE PRICE. 

Distributed by: Household Products Division 
Reckitt & Colman Inc. Montvale, NJ 07645 

____ EPA_ J3.eg. No. 3282-81 

EPA Est. No. 475-MS-1; 2393-WI-1 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
July 15. 1996 - Page 5 

3 OZ. BAIT TRAY 
FRONT PANEL 

Keep out of reach of children. 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RATS 

CAUTION: May be harmful or fatal if swallowed. 
Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,l '
biphenyl]-4-yl)-l,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one ............................. 0.005% 
INERT INGREDIENTS .......................................... 99.995% 

. TOTAL 100.000% 

NET WT. 3 OZ. BAIT TRAY (85g) 

·-:· 

·~,~-~:"~e-~~1'" 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 
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, .. d-CON® READY MIXED GENERATION II 

EPA REG. NO. 3282-81 
July 15. 1996 - Page 6 

3 OZ. BAIT TRAY 
BACK PANEL 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats. 

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. Read the entire label on the outer package before using this product. It is illegal to sell 
these bait trays inliividually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
KEEP OUT OF REACH OF CHILDREN. 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistant 
bait boxes. e CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and 
pets. Wash hands after handling bait IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT 

-ONCE. For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN 
BY ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product rnay reduce-the cfotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning uccurs, intramuscular and oral 

-· ---·-:· - -- -administration of Vitamin-K1. are_-indi_c.~1~.cl-;:~a~:_i!l-POis9nif!g :f~()IP-: 9verdo_s~__:_Qfaliel1_!!!~ol_-:_(b!~hx_dr~X)'.'_-~ ~~--. -
cq_~marin):"'--FOR HUMAN CASES: Vitamin K! is· antidotal at doses0 (ffi'O--to"207rfig-=(not·mg/kg);o=-= c- --

Rep~ated t~e~t~enis mayneed .. tobegTvenfor up.to--30days-(base<l~; monitoring 9fpr9ihromoiri·----·----. -- ----

times). In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K 1 is 
antidotal at 5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg 
(based on monito~ing of prothrombin times). In severe cases blood transfusions may be necessary. 
ENVIRONMENTAL HAZARDS: . e This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard to birds of 
prey and mammals. Do not apply directly to water. 

-------- -------- ---~---- ---

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,l'
biphenyl]-4-yl)- ~ ,2,3,4-te!rahy~ro::1-naphthalenyl]-4- . __ 
hydroxy-2H-l-benzopyran-2-one ............................ :.:0.005% 
INERT INGREDIENTS: ...................................... 99.995% 

. TOTAL 100.000% 

Distributed by: 
Household Products Division 
Reckitt & Colman inc. Montvale, NJ 07645 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1; 2392-WI-1 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 

142



02/13/97 Reference Files System 

Company Data Report 

Company No.: 3282 
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Contact: 

RECKITT & COLMAN INC, 
ATTN: EPAiEGULATORY 

225 SUMMIT AVE 
MONTVALE, J 07645 
USA 

Agent: N 
Consortium: N 

Undeliverable: N 

• Company Types 

Manufacturer 

HOUSEHOLD PRODUCTS DIVISION 
DEPT 

Phone: 

Active 
Flag 
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Page: 1 
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RECKITT'\f~MAN 

July 15, 1996 

Mr. Robert Forrest (PM-14) 
Insecticide I Rodenticide Branch 
Registration Division, H7504C 
U.S. Environmental Protection Agency 
Crystal Mall, Building #2, Room 219 
1921 Jefferson Davis Highway 
Arlington VA 22202 

Re: d-CON Ready Mixed Generation II 
EPA Reg. No. 3282-81 

f 

Response to your letter dated February 1, 1996 

Dear Mr. Forrest: 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 

In response to your letter, enclosed are 5 copies of a draft label ford-CON Ready Mixed Generation II, 
EPA Reg. o. 3282-81. The label has been revised as follows: 

EPA Comment A.: 

The Agency has requested that the precautionary statement "May be harmful or fatal if swallowed" be 
modified to "May be harmful if swallowed." 

RESPONSE: 
The precautionary statement "May be harmful or fatal if swallowed" has been left unchanged. 

Reckitt & Colman Inc. shares EP A's continued concern for the safe use of rodenticides as stated 
in PR Notice 94-7. Reckitt & Colman wants to insure the isolation of commensal rodenticides 
from children, dogs, other pets, domestic animals and nontarget wildlife. The statement "May be 
harmful or fatal if swallowed" has been required on the labels for many years. We feel that if the 
"or fatal" is removed from this statement, the purchasers of the rodenticides may assume that the 
product has in some way become "safer" or "less toxic" and these purchasers may not take as 
much care or precautions in the placement of the product and accidents, illnesses, deaths or 
nontarget exposures may result tl:om the use of such rodenticides. As stated in PR Notice 94-7, 
more than ] 0,000 rodenticide incidents were reported in the American Association of Poison 
Control C~nter's National Data Collection System in 1988 and nearly 90% of the poison control 
cases involved children under 6 years of age and more than 80% of the nontarget animal 

RESEARCH AND DEVELOPMENT • RECKITI & COLMAN INC. 
One Philips Parkway, Montvale. NJ 07645·1575 2011573·5700 144
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d-CON Ready Mixed Generation II 
EPA Reg. No. 3282-81 
Response to EPA letter dated February 1, 1996 
Page 2 - .July 15, 1996 

exposures are dog incidents. We feel that the removal of "or fatal" would dilute the importance 
of PR Notices 83-5 and 94-7. If the purchasers of commensal rodenticides were following the 
bait protection practices directed by the labels, there would have been no need for PR Notices 
83-5 and 94-7. Since the high number of rodenticide-caused accidents and illnesses have 
occurred while "or fatal" has been prescribed on the label, removal of these words may lead to an 
even greater number of accidents and illnesses. 

Although the acute oral toxicity category for 0.005% brodifacoum is Category III, "(;A.UlJON", 
• • and "or fatal" is inconsistent with Category III, acute toxicity tests are not the only information 

that may be used to determine the precautionary statements. According ti.CM! 40 §J5b.JO (h) 
(2) (i) (A) "Where a hazard exists to humans or domestic animals, precaut~rf sta~Mt!Ms are 
required indicating the particular hazard, the route( s) of exposure and the pret'bution~ 't~:1'~ taken 
to avoid accident, injury or damage .... " (B) "The following table depicts }ii>J~al precaupo"nary 
statements. These statements must be modified or expanded to reflect specific hazard~~ 

• • • 
Accident history or field studies may be used to modify precautionary statements. W~ believe 
that real life exposure scenarios, such as that referenced above, should be used to just{f$=K.feping 
the "or fatal" in the precautionary statement "May be harmful or fatal if swallowed." 

EPA Comment B. : 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

The use directions have been modified as per the letter. 

"Can Kill In One Feeding* 
*Mice will die within 4 or 5 days" 

has been replaced with: "Can Kill In One Feeding* 
*Mice will die within 4 or 5 days after feeding begins." 

The claim "Flavor attractive to mice and rats" has been deleted. 

The sentence "d-CON Pellets Generation II can kill in one feeding when used as directed" has 
been deleted. 

The claim "Solving America's Rodent Problems For Over 40 Years" has been changed to 
"d-CON BAITS: Killing Mice in America For Over 40 Years". 

Same as Item 2. above. 

The "DIRECTIONS FOR USE" section has been added to the 3 oz. bait tray as directed. 
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d-CON Ready Mixed Generation II 
EPA Reg. No. 3282-81 
Response to EPA letter dated February 1, 1996 
Page 3 - July 15, 1996 

EPA Comment C.: 
The last sentence of the "Environmental Hazards" section has been revised as directed. 

EPA Comment D: 

The "Storage and Disposal" statements has been revised as directed. 

Thank you for your attention to this submission. We look forward to receiving a "stamped auevt~d" 
label as quickly as possible. • • 

If you have any questions, you can contact me at 1-800-526-0321, ext. 7767. 

Sincerely, . 

&!~~ 
Senior Regulatory Affairs Associate 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • •••• 
•••• • • • •• • 
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Please rrad Instructions on reverse before completing form .. . Form Annroved. OMB No. 2070-0060. Aooroval exoires11-30-93 

(A) United States Environmental Protection Agency ~ Registration 
OPP Identifier Number 

&EPA Office of Pesticide Programs (H7505C) 
Washington, DC 20460 Amendment 

Application for Pesticide: Other 204446 
• Section I 

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
3282-81 Robert A. Forrest 

4. Company/Product (Name) PM# I )(j None D Restricted 

d-CON Ready Mixed Generation II 14 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Household Products Division 
(b)(i), my product is similar or identical in composit ion and labeling 

Reckitt & Colman Inc. to: 
225 Sli111lit Avenue 
Montvale, NJ 07645 EPA Reg. No. 

D Check if this is a new address Product Name 

Section 11 
>--

~ 

Amendment - Explain below Final printed labels in response to 
Agency Jetter dated 

>-- -Resubmission in response to Agency Jetter dated 
"Me Too" Application. 

e y Notification - Explain below. -
,_ Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

NOTIFICATION - Addition of the following statements: "Solving America's Rodent Problems For Over 40 Years"; "Made in the 
USA"; Addition of the EPA Est. No. 475-MS-1. 

Section Ill • 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container B Yes* BYes BYes ~M~I Plastic 

No No No Glass 
-· Paper 

lf"Yes," No. per If "Yes," No. per Other (Specify) 

e * Certification must be Unit Package wgt. container Packagewgt. container 

cuhmitt~d I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

0 Label D Container 
a on label 

On Labelinq accompanyinq product 
6. Manner In Which label Is Affixed To Product § Lithograph D Otherl ) Paper glued 

Stenciled 

Section IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name TitJe Telephone~. ~~:lwde Area Code) 
Ruth Trager Sr. Regulatory Affairs Associate 201-173-5792 

•••• • • •••• 
Certification 6. Oat~ Applicali'int • • • • 

• Rece~ved • • • I certify that the statements l have made on this form and all attachments thereto are true, accurate and complete. • • 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or : • •(Mamped)• ••••• 
both under applicable law. • • • ••• • • • • • 

2.Signa~ 3. Title •• • ••••• • • 
I 

• • •••• 
f\ {) Regulatory Affairs Associate • •• Sr. • • • - If •••• 

4. Typed Name v 5. Date • ••• • • • •• • 
Ruth Trager October 6, 1995 

EPA Form 8570·1 (Rev.12·90) Previous editions are obsolete. 
. . 

White - EPA File Copy (ongmal) Yellow • Applicant copy 
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- AllliL 
PAPERVORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: N:>lfc reporttnu burden for · ttifs collection of information is esti•ted 
to average 0.85 hour per response, including time for reYfewfng f.-.tructions, searching existing data sources, gatherfng and 
•intainlng the data needed, and COlllpleting and revfewfng the collectfon of informtfon. Send ~ts regarding the burden 
est;i•te or .iany e>ither aspect of this collection of fnformtfon, fncludfng suggestions for rech::fng this burden, to Chief, 
Informtfon Pol icy Branch, PM-223, u.s. Env'frot'llel"ltal Protectfon Agency, 401 M Street, SW, Washington, DC 20460; and to the 
Offfce of Infol'98tion and Regulatory Affairs, Office of Mar\egellent and Budget, Weshington, DC 20503. 

INSTRUCTIONS: This foMI is to be used for all applications for new registratfon, end use reregistration, widiet1t, 
res\Dfssion, to applications for notifications, final printed labeling, reregistration, etc. In order to process an 
appl icatfon for a new registration 8\Ditted on this fon1, the following •terial llJSt acc°"'*1'f the application: 

1. Certification with Respect to Cltatfon of Data CEPA Fon1 8570-29). Clf not ex~ted by 40 CFR 152.81 Cb) C4>J; 
2. Confidential Statelllel"lt of FoM1Ula CEPA Fon1 8570·4>; 
3. ForaJlator•s Ex~tion Statement (EPA Forti 8570-27)f 
4. Five copies of draft labeling; 
5. Three copies of any data Slblitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

SI.bliss Ion of Labeling - Labelfng should first be saftted in the fol'll of draft labels with all applications for new 
registration. Such draft labels •Y be In the fol'll of typed label text on 8.5 x 11 inch paper or a .:1Ckup of the proposed 
label. If prepared as a .:1Ckup, ft should be constructed in such a way as to facfl itate storage in an 8.5 x 11 inch file. 
Mockup labels significantly smaller than 8.5 x 11 inches should be lllOU"lted on 8.5 x 11 inch paper for sl.biission. 
s..t.iuion of Data - Data sl.blitted in support of this appl fcation ... t be sU.ftted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please reed the instructions listed below before c0111pleting this application. First 
determine the type of registration action, listed in Block A, for which you are slbnitting this application. For 
applications submitted in connection with New Registration actions, Sections I, Ill, and IV aust be COll'lpleted by the 
applicant. For applications submitted in connection with 8lllended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections I, II, and IV nust be ca.pleted by the applicant. 
Block A - Check the appropriate action for which you are saitting this form. 

SECTION I - This section llJSt be coq>leted, as applicable, for all registration actions. 
1. ~/Procllct llulber - Insert your CCllpm)' llulber, If one has been assigned by EPA. This runber may have been assigned 

to you as a basic registrant, a distributor, or as an establishlnent. If your product is registered, insert the PrcdJct 
llulber. 

2. EPA Procllct Manager - If known, fill in the name and PM ....tier of the EPA Product Manager. 
3. Praposed Cl ... ification - Specify the proposed classification of this product. 
4. Procllct Mame - Enter the coq>lete product name of this pesticide as it will appear on the label. The name nust be 

specific to this product only. Duplication of names is not pennitted among products of the same coq>any. Do not include 
any brand nmie or coq:iany line designations. 

5. llme Ind Address of Applic:.-rt - The nane of the fina or person and address shown fo your application is the person or fina 
to whom the registration will be issued. If you are acting in behalf of another party, you 111JSt sl.bnit authorization from 
that party to act for them in registration 11atters. An applicant not residing in the United States lllJSt have an 
authorized agent residing in the United States to act for thee in all registration matters. The name and c~lete 11111fl ing 
address of such an agent aust accoq:iany this application. 

6. Expedited Review - FlFRA section 3 (c) 3 (8) provides for expedited review of applications for registration, or 8111etdnents 
to existing registrations, that are si•ilar or identical to other pesticide products that are currently registered with 
the EPA. In order for your application to be eligible for expedited review, you nust provide us with the EPA Registration 
Nunber and product name of the product you believe is si•ilar to or identical to your product. The product nust be 
sf mi lar or identical in both fonll.llation and labeled uses. 

SECTION II - This section nust be ca.pleted for all applications sl.bnitted to wnd the registration only of a currently _ 
registered proclJct (Alllendlient), for a resiJ:.ission fn response to an Agency letter, for notifications to the Agency, for the 
saission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered 
proc*ict. This section is D21 !2 be used for a new application for registration. 
1. Slbject of ..aiiufan - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explanation of the purpose<•> for the siJ:.ission, such as •the addition of a site, pest or crop (specify>•; •wnd the 
Confidential Statement of Fonaula by ••• •; •reregistration Slblfssion"; general label revision of use directions.• Attach 
a separate page ff additional space is needed. 

SECTION Ill (Packaging and Container Information} - This See~ion n.ast be c~leted for all applications 
siJ:.itted fn.~ion with new registration or applicable Wtdlents. 
1. Type of hc:liii..V - Check the appropriate block ff your product will be packaged in the indicated packaging types. 

Indicate ti..•\Z• of the indivicbll packets and l'Ullber per retail container. 
2. Type of Ht,ltJl .aintainer - Indicate type of container in which product wfl l be •rketed. 
3. location of' iet Ccnttnts - Specify the net contents of all retail containers for your product. 
I~ ,:114<•> of dtail Cclnhiner - Specify the net contents of all retail containers for your product. 
i. Locittfan ~!.IMPirectiona - Indicate the location of the use directions for your product • 
•• .,...... in 9'1Cllihbel ia affixed to~ - Indicate the •thod product label is attached to retail container. 
• • • • • ••• sm10H II 4(J:dntact Point) - This Section ... t be COlllpleted for all applications for Registration actions, i.e., 
ftttl kqcb:ts retistration, reat.iuion, ---too,• reregistration, etc. 
1:s-:selt-exptan.tory. 

6. EPA UM d.t)S. : 
•••• 

••• • • • • • •• 
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~4. <
RECKITT~ ~~OLMAN 

f 
1 October 9, 1995 

Mr. Robert A. Forrest (PM-14) 
Insecticide / Rodenticide Branch 
Registration Division, H7505C 
U.S . Environmental Protection Agency 
Crystal Mall, Building #2, Room 219 
1921 Jefferson Davis Hi ghway 
Arlington, VA 22202 

Re: d- CON Ready Mixed Generati on I I 
EPA Reg . No. 3282-81 
Noti f i cation of additional l abel language 

Dear Mr. Forrest: 

This letter is to notify you of the following additional label language for 
the above product: 

Addition of the statements: " Solving America's Rodent Problems for 
Over 40 Years " 
"Made in the USA"; 

Addition of the EPA Est. No. 475-MS-1. 

In support of this notification, enclosed is EPA Form 8570-1, Application 
for Pesticide Notification , OPP Identifier No . 204445. Please note these 
additions accordingly in our file. 

If you have any questions, you can contact me at 1-800-526-0321 , ext. 5792 . 

Thank you. 

Sincerely, 

~g~r~ 
Sr. Regulatory Affairs Associate 

RECKITI & COLMAN INC. 
225 Summit Avenue, Montvale, NJ 07645-1575 201-573-5700 

• • •••••• • 
•••• • • •••• 

• 
• • •••••• • 
•••• • • • •• • 

• 
• •• • • • 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

.... ,,......-

•••• • • • •• • 
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Reckitt & Colman Inc . 
225 Summit Ave. 
Montvale, NJ 07645 - 1575 

Attention: Ms. Ruth Trager 

February 1, 1996 

Subject: d -Con Ready Mixed Generation II 
EPA Registration No. 3282-81 
Your amended application of November 8, 1995 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA) , as amended, is acceptable provided that 
you make the following changes and submit one (1) copy to us 
befor~ your ship product: 

A. In your precautionary statements, we have required, in 
the past, the following text: 

CAUTION 

May be harmful or fatal if swallowed. 

However, the second precautionary statement would appear 
to be . inconsistent with the Regulations (40 CFR 
156.lO(h)] for the following reasons: 

1. A product supported by an acute oral toxicity study 
in Category III requi,res .the signal word , "CAUTION " 
and t.he precautionary statement: "May be harmful if 
s wallowed. 11 

2. A product supported by an acute oral toxicity study 
in Category II requires the signal word , WARNING " 
and the precautionary statement: 11 May b e fatal if 
swallowed." 

According to our files, the acute oral toxicity stu dy 
supporting this 0.005% Brodifacoum product is in Toxicity 
Category III. Therefore, in order to make the labeling 
for this product consistent with the regulations, you 
should modify the above precautionary stateme n ts as 
follows: 

CAUTION 

May b e harmful if s wallowed . 

\ 
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B. Modify the proposed revised labeling that you submitted 
for this product on November 11, 1995, as indicated 
below. 

1. On the labels for the 12-oz and 3-lb outer containers, 
organize the heading and subheadings in the 
"DIRECTIONS FOR USE" in the manner indicated below 
(and in PR Notice 94-7) and modify this entire section 
to read as shown below. Note that some of the text in 
the "USE RESTRICTIONS ", "SELECTION OF TREATMENT 
AREAS", and "APPLICATION DIRECTIONS" sections must be 
changed. 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or 
other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a location out 
of reach of children and pets. 

2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
nontarget wildlife, or in tamper-resistant 
bait stations. These stations must be 
resistant to destruction by children under 
six years of age and must be used in a 
manner that prevents such children from 
reaching into bait compartments and 
obtaining bait. If bait can be shaken from 
stations when they are lifted, units must 
be secured or otherwise immobilized. Even 
stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or 
in areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified 
on this label. 

,, 

, 
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USE RESTRICTIONS: This product may be used to 
control house mice , Norway rats, and roof rats 
in and around homes, industrial , commercial , 
agricu ltural and public buildings. d-CON 
Ready Mixed Generation II also may be used in · 
transport vehicles (ships, trains, aircraft) 
and in and around related port or terminal 
buildings. Do not use in sewers. Do not 
place bait in areas where there is a 
possibility of contaminating food or surfaces 
that come in direct contact with food. · Do not 
broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas 
where rats or mice will most likely find and 
consume the bait. Generally , these are along 
walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, 
between floors and walls, or in locations 
where rodents or signs of rodents have been 
seen. Remoye as much alternative food as 
possible. Use tamper-resistant bait stations 

. wherever necessary (see " IMPORTANT" ). 

APPLICATION DIRECTIO~S: 

[The paragraph immediately below applies to the 12 -
oz . box but not to the 3-lb box.] 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill 
more than 3 to 12 rats. More than one box may 
be needed to control larger infestations . 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements at 
intervals of 15-30 feet in infested areas. 
Maintain an uninterrupted supply of fresh b a it 
for at least 10 days. 

To Control House Mice: Open tray and apply 
1/4-1 / 2 ounce (1 - 2 level tablespoons) of bait 
at 8- to 12-foot intervals in infested areas . 
Larger placements (up to 2 ounces) ma y b e 
needed at points of extremely high mouse 
activity. Maintain a supply of fresh bait for 
at least 15 days. 
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For Rats and Mice: Check bait locations every 
2 days for signs of feeding. Replenish bait 
if more than 1/2 of the original amount has 
been removed by rodents. Replace contaminated 
or spoiled bait immediately if rodent activity 
still is evident. If trays are not fed from 
for 5 consecutive days, relocate them to other. 
places where rodent activity exists and where 
placements consistent with the requirements of 
this label can be made. Collect and dispose 
of all dead animals and leftover bait 
properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
poss i b l e. I f reinfestation does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stat i ons and replenish them as needed." 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
directions. 

2. On the front panels of the outer box labels, replace 

CAN KILL IN ONE FEEDING 
Rats and mi ce will die within 4 or 5 days 

with 

Rats and mice may consume a lethal dose in 
one feeding with first dead rodents 
appearing 4 or 5 days after feeding begins. 

Make this same substitution on the left side panel of 
the 12-oz box label and from wherever else it might 
appear on the labels for all outer packaging used for 
this product. 

3. Delete from the front panels of the outer box labels 
the claim "flavor attractive to mice and rats". From 
the data that have been submitted to us and linked to 
this product (MRID Nos. 413082 - 01 and 415247-01), it 
does not appear that this bait is very attractive to 
CD Strain Norway rats, at least. Data submitted 
subsequently (MRID No. 416037-01) suggested better 
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acceptance ·by Wistar strain rats, but we were unable 
at the time that the submission was reviewed to 
establish a link between the bait used and the 3282 - 81 
product. Consequently, we have not accepted that 
study for 3282-81, and the rat claims for this product 
technically are not supported (see our letter of 
October 30, 1990). Until this matter is resolved, 
claims to the effect ~hat the 3282-81 product is 
especially attractive to target rodents are not 
acceptable. 

4. Delete from the back panel of the 12 - oz box label (and 
from wherever it might appear on the 3 - lb box) the 
sentence 

d - CON Pellets Generation II can kill in one 
' feeding when used as directed. 

5 . As written, the claim, on the box labels, which reads 

"SOLVING AMERICA'S RODENT 
PROBLEMS FOR OVER 40 YEARS" 

is false and misleading. This product has not been 
registered for 40 years. What seems to be true is 
that d - CON baits have been used to control commensal 
rodents for more than 40 years. Therefore, an 
a c ceptable claim would be 

"d-CON BAITS: KILLING RATS AND MICE 
IN AMERICA FOR MORE THAN 40 YEARS". 

6. Either delete the single - feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim to read · 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 5 
days after feeding begins." 

As these trays are not to be sold individually , we 
question the need for this claim on the label for the 
bait trays. 

7. On the back panel of ·the label for the bait tray, 
replace 

See outer box for complete Directions for Use. 

with the text shown at the beginning of the next page. 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use 
this product in a manner inconsistent with 
its labeling. Read the entire label on the 
outer package before using this product. 
It is illegal to sell these bait trays 
individually . 

Note that. bait trays sold individually would be 
misbranded because they would lack complete 

11 DIRECTIONS FOR USE" and "STORAGE AND DI SPOSAL " text . 
As the 3-oz contents are below the minimum requirement 
for a single placeme n t of " loose" anticoagulant bait 
used to control commensal rats, an i ndividually- sold 
container of that amount could not bear claims for 
controlling Norway rats or roof rats. 

· When setting up labels for printing, make sure that logos 
and other not - required items do not obscure or detract 
from required label statements. 

C. In accordance with PR Notice 93 - 8, change the last 
sentence in your "Environmental Hazards" section from 
"Keep out of any body of water." to "Do not apply 
directly to water." 

D. Re v i se your "STORAGE AND DISPOSAL" s t atement as follows: 

STORAGE AND DISPOSAL 

Storage: Store only in original container, in a dry 
place inaccessible to children and pets. 

Disposal: Do not reuse empty container. Securely 
wrap conta iner and any unused bait in 
newspaper and d iscard in trash. 

If these cond itions are not c ompl ied with, the registration 
will be subject to cancellat i on in accord ance with FIFRA section 
·6 ( e) . Your relea se for shipme nt of t h e p roduct b earing the 
amended labeling constitu tes accepta nce o f t hese c o n d itions. 

. 
. I 
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A stamped copy of the l abeling is enclosed for your· records. 

Sincerely yours, 

Robert A. Forrest 
Product Manager (14) 
Insecticide-Rodenticide Branch 
Registration Division (H7504C) 

Enclosures: 1. Stamped Label 
2. A-79 Enclosure 

Peacock WP#8:A:Brodifac \3282-81 :305 - 5407,-6600:2/l/96 
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d-coN® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
12 OZ. AND 3 LB. OUTER BOX 
FRONT LABEL 

1 

(GOOD HOUSEKEEPING SEAL) 

.. · 
d-CON® 

READY MIXED GENERATION 

KILLS MICE AND 

ACCEPTED 
w~h COMMENTS 

in EPA Letter Dated 
II 

- ·0951 FEB ___ J !,:, I 

flavor attractive to mice and rats 

CAN KILL IN ONE FEEDING 
Mice and rats will die within 4 or 5 days 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-[1,1'
biphenyl]-4-yl)-1,2-,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .•.••••.•. ~ •........•........... 0.005% 
INERT INGREDIENTS ..........•.•.•....•.•............. , ........ 9 9 . 9 9 5 % 

4 READY-TO-USE BAITS FILLED TRAYS 
NET CONTENTS 4/3.0 OZ. (85g) NET WT. 12 OZ. (340g) 

16 READY-TO-USE BAITS FILLED TRAYS 
NET WT. 3 LBS. 

TOTAL 100.000% 

• • •••••• • 
• • •••••• • 

• 

• •• • • • •••• 
• 

• •• • • • •••• 
• ••• • • • •• • 

• ••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON® READY MIXED GENERATION II 

KILLS MICE AND RATS 
d-CON Ready Mixed Generation II can kill in one feeding when used 
as directed. Kills Warfarin-Resistant House Mice and Warfarin
Resistant Norway Rats. 
DIRECTIONS FOR USE: It is a violation of Federal law to use this 
product in a manner inconsistent with its labeling. 

READ THIS LABEL: Read this entire label and follow all use 
directions and use precautions. 

IMPORTANT: Do not expose children, pets, or other nontarget animals 
to rodenticides. To help prevent accidents: 

1. Store product not in use in a location out of reach of 
children and pets. 

2. Apply bait in locations out of reach of children, pets, 
domestic animals and nontarget wildlife, or in tamper
resistant bait stations. These stations must be resistant to 
destruction by dogs and by children under six years of age and 
must be used in a manner that prevents such children from 
reaching into bait compartments and obtaining bait. If bait 
can be shaken from stations when they are lifted, units must 
be secured or otherwise immobilized. Even stronger bait 
stations are -needed in areas open to hoofed livestock, 
raccoons, bears, other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose .of product container, and unused, spoiled, and 
unconsumed bait as specified on this label. 

USE RESTRICTIONS: For control of House Mice, Norway Rats, and Roof 
Rats in and around homes, industrial, commercial, agricultural and 
public buildings. d-CON Ready Mixed Generation II may also be used 
in and around transport vehicles (ships, trains, aircraft) and 
related port or terminal buildings. Do not use in sewers. •Do.not 
place bait in areas where there is a possibility of contam~nating 
food or surfaces that come in direct contact with food. : ••• : • 

• 
SELECTION OF TREATMENT AREAS: Place trays in or near points v!here 
you have seen mice or rat signs such as droppings, runways, 
burrows, or gnawing marks. Once areas requiring baiting ha~eReen 
identified, proceed as follows: • .: •• • 

• 
• •• • • • •••• 
• ••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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---------------------

d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL CONTINUED 

APPLICATION DIRECTIONS: 

3 

1. Place one ready-to-use bait tray in each potential feeding 
location. Place trays in dark, out-of-the-way locations, where 
rodents are likely to find them. 
For House Mice: Use only one tray per location. 
For Norway and Roof Rats: Start with one tray per location. 
Add trays, up to a maximum of four per location, if you 
determine that there is high rat activity at the location. 

2. For best results, leave trays undisturbed for at least two 
days after placement. However, if contents have been scattered 
or mostly consumed sooner, replace trays. Clean up spilled 
bait. Check bait every two days, replacing trays as needed or 
until signs of rodent activity cease. Trays not fed from for 
five consecutive days may be relocated as needed. When there 
are no longer any signs of rodent activity, dispose of trays 
properly. 

For complete control, continue baiting for at least 15 days. If you 
are in an area where there is a danger of reinfestation from 
adjoining property, permanent bait stations should be maintained. 
Stations should be checked periodically. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from 
humans, domestic animals, and pets. Wash ha~ds after handling bait 
IF BAIT IS EATEN BY-HUMANS, CALL A PHYSICIAN AT ONCE. For 24 hour 
emergency assistance, call your local Poison Control Center. IF 
BAIT IS EATEN BY ANIMALS OR PETS: Call your local veterinarian. 

NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the 
clotting ability of the blood and cause hemorrhaging. The 
anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning 
occurs, intramuscular and oral administration of Vitamin K1 are 
indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 
to. 20 mg (not mg/kg) . Repeated treatments may need to be given for 
up to 30 days (based on monitoring of prothrombin times) . In :;.evsare 
cases, blood transfusions may be necessary. FOR ANIMAL ~AS~S: 
Vitamin K1 is antidotal at 5 mg/kg intramuscularly. Oral Vit•mi~ K1 
should be given for up to 30 days at 5 mg/kg (based on moni~oring 
of prothrombin times). In severe cases blood transfusions may be 
necessary. 

• •• • • • •••• 
• 

• •• • • • •••• 
• ••• • • • •• • 

•••••• • • • • • 
• ••••• • • •• 
• •••• • • • •••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
12 OZ. AND 3 LB. OUTER BOX 
BACK LABEL CONTINUED 

ENVIRONMENTAL HAZARDS: 

4 

This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Keep out of 
any body of water. 

STORAGE AND DISPOSAL: 
Store in original container in areas inaccessible to small children 
and pets. Bait that cannot be used according to label instructions 
must be disposed of according to applicable federal, state or local 
procedures. 

e MADE IN THE USA 

SOLVING AMERICA'S RODENT PROBLEMS FOR OVER 40 YEARS 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

NOTICE TO BUYER AND USER: Seller warrants that this product 
conforms to the chemical description on the label and is reasonably 
fit for the purposes stated on the label when used in accordance 
with directions under normal conditions of use. This warranty does 
not extend to the use of this product contrary to label 
instructions, or under abnormal use conditions, or under conditions 
not reasonably foreseeable to Seller, and Buyer and User assumes 
the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED 
INCLUDING ANY WARRANTY OF FITNESS OR MERCHANTABILITY. SELLER SHALL 
NOT BE LIABLE FOR CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES 
RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT AND SELLER'S 
SOLE LIABILITY AND BUYER'S AND USER'S EXCLUSIVE REMEDY SHALL BE 
LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

Distributed by: Household Products Division 
Reckitt & Colman Inc. Montvale, NJ 07645 

EPA Reg. No. 3282-81 
EPA Est. No. 3282-0H-1; 475-MS-1; 2393-WI-1 • • ... , .... 

• 
• • •••••• • 

• 

• •• • • • •••• 
• 

• •• • • • •••• 
• ••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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5 

d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
READY MIXED GENERATION II 

KILLS MICE AND RATS 

READY-TO-USE BAIT TRAY 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway 
Rats. 

CAN KILL IN ONE FEEDING 

Mice and rats will die within 4 or 5 days 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-(3-(4'-bromo-[1,1'
biphenyl)-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one ................................ 0.005% 
INERT INGREDIENTS ........................................... 9 9 . 9 9 5 % 

NET WT. 3 OZ. BAIT TRAY (85g) 

TOTAL 100.000% 

• • •••••• • 
• • •••••• • 

• 

• •• • • • •••• 
• 

• •• • • • •••• 
• ••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • • •••• 
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d-CON® READY MIXED GENERATION II 
EPA REG. NO. 3282-81 
3 OZ. BAIT TRAY 
BACK PANEL 

6 

Kills Warf arin-Resistant House Mice and Warfarin-Resistant Norway 
Rats. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
Place bait in areas not accessible to children, pets, domestic 
animals or wildlife or in tamper-resistant bait boxes. 
KEEP OUT OF REACH OF CHILDREN. 
CAUTION: May be harmful or fatal if swallowed. Keep away from 
humans, domestic animals, and pets. Wash hands after handling bait 
IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. For 24 hour 
emergency assistance, call your local Poison Control Center. IF 
BAIT IS EATEN BY ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the 
clotting ability of the blood and cause hemorrhaging. The 
anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning 
occurs, intramuscular and oral administration of Vitamin K1 are 
indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 
to 20 mg (not mg/kg) . Repeated treatments may need to be given for 
up to 30 days (based on monitoring of prothrombin times). In severe 
cases, blood transfusions may be necessary. FOR ANIMAL CASES: 
Vitamin K1 is antidotal at 5 mg/kg intramuscularly. Oral Vitamin K1 
should be given for up to 30 days at 5 mg/kg (based on monitoring 
of prothrombin times) . In severe case~ blood transfusions may be 
necessary. 
ENVIRONMENTAL HAZARDS: 
This product is toxic to fish, birds and wildlife. This product 
can pose a secondary hazard to birds of prey and mammals. Keep out 
of any body of water. 

ACTIVE INGREDIENT: Brodifacoum 3-(3-(4'-bromo-[l,1'
biphenyl]-4-yl)-1,2,3,4-tetrahydro-l-naphthalenyl)-4-
hydroxy-2H-l-benzopyran-2-one ................................ 0.005% 
INERT INGREDIENTS .....................................•..... 99. 995% 

See outer box for complete Directions For Use. 

Household Products Division 
Reckitt & Colman Inc. Montvale, NJ 07645 

EPA Reg. No. 3282-81 
EPA Est. No. 3282-0H-l; 475-MS-l; 2392-WI-l 

• • •••••• • 
• • ....... 
• 

• 

• •• . . ., 
Iii ••• 

• 
• •• • • • •••• 
• ••• • • • •• • 

•••••• • • • • • 
•••••• • • ... 
• •••• • • • •••• 
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Record f-!umber( s) ; : 

3282-66 : D221426 
3282-81 : D221493 
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as above 
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11/8/95 

OMTL SU"B.'1.l:SSICN ~~ . 12/5/95, 12/6/95 
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c:::::t:5?P::::.i-Y ~~~ Reckitt & Colman C~mpany Inc . . 

SJc.:1.ISS~l.N P:-~3--.::C:SZ compliance with PR Notice 94-7 

12/5/95 
r-112/ti/95 a.,-;:-1 I30/96 

0.005% Brodifacoum dry baits in 3-oz qait trays 
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Efficac y Review: d - CON PELLETS GENERATION II, 3282-66 
d-CON READY MIXED GENERATION II , 3282-81 
Reckitt & Colman Company Inc. 
Montvale, NJ 07645-1575 

200.0 INTRODUCTION 

200.1 Uses 

0 . 005% Brodifacoum dry baits conditionally registered to 
control Norway rats, roof rats, and house mice 11 in and 
around homes, industrial, commercial, agricultural and 
public buildings . 

200.2 Background Information 

See efficacy reviews of 12/29/88 and 7/16/90 for 3282-66 
and efficacy reviews of 1/18/89, 7/16 / 90 and 1 0/15/9 0 for 
3282-81 , along with other information in these products' 
jackets . 

The current submissions , both date d 11 /8/95 , consist of 
cover letters, amendment forms , and proposed labeling 
reportedly 

"revised to include prescribed language as per PR 
Notice 94-7, the change in company name from 'The 
d-Con Company Inc.' to 'House ho ld Products 
Division, Reckitt & Colman.' and label language 
that has been added as part of notifications." 

PR Notice 94~ 7 wa~ issued on 9/16/94 and was mailed to 
registrants of commensal rodenticid e baits over the next 
month, with parties generally receiving t he notice during 
October of 1994. Within 90 days of receipt of PR Notice 
94-7, registrants of products affected by it were required 
to submit labels amended which included t he bait protection 
statements prescribed by the notice. Therefore, Reckitt & 
Colman appears to have responded more than 9 months too 
late. The company's tardiness alone accounts for more than 
half of the time period between the company's receipt of PR 
Notice 94-7 and the date, 3/16/96, after which no 
containers of affected products may be shipped without 
labels bearing text in compliance with that notice. 

The period of time from receipt of submission to completion 
of this efficacy review (i.e., 11/9/95 to 1/30/96) actually 
has been shorter for these products than was the case for 
nearly all of .the other products for which labels were 
submitted in response to PR Notice 94 - 7. I have moved 
these products ahead of many others in order to respond as 
quickly as I have. Some 70 of the 83 days from 11/9/95 to 
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1/30/96 were lo~t from possible r eview time for the reasons 
indicated below. This total includes the 27 days (11/9 -
12/6/95) which elapsed before the PM Team staff p erson 
routed the items t o me for review. Note that the staff 
person was not available to work on this type of action for 
14 of those 27 days. 

WORKER NOT AVAILABLE 
FOR TYPE OF ACT I VITY . 

PRE - ROUTING POST-ROUT I NG TOTALS 

Weekend Days 
Holidays 

6 
2 

1 6 22 
3 5 

Furloughed Days 
Vacation Days 
Compressed Days Off 
Snow Days 

3 
1 
2 

13 16 
4 5 
3 5 
4 4 

TOTALS 14 43 57 

Days Available to 
Administrative Reviewer 

13 13 

Days Not Available to 
Efficacy Reviewer 

Days Available to 
Efficacy Reviewer 

TOTAL DAYS 

201 . 0 DATA SUMMARY 

70 

13 

83 

No reports of efficacy data were submitted . Efficacy data 
relevant to both products are discussed in the efficacy 
reviews of 5/14/9 0 and 7/16/90. I n the latter review, I 
accepted rat and mouse ·efficacy data for 3282 -66. In that 
same review, I rejected the rat efficacy data submitted for 
3282-81 because the bait was poorly accepted by most 
subjects and composite bait acceptance scores for the 
replicates were 28.1% and 18.1%, well below the 33% 
criterion. There also were three survivors (all males) 
among the 40 rats exposed to the toxic bait in these 
choice-test replicates. 

The efficacy review of 10/15/90 discusses results of two 
additional replicates of rat efficacy trials with what was 
claimed to be the 3282 - 81 product. In these trials, 
composite bait acceptance scores were 40.3% and 45 .0 %, with 
all bait-exposed animals dying. However, there were 3 
extremely marginal feeders (<5% acceptance) . As the 
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identity of the test material to the current composition o f 
3282 - 81 was not clearly established, the efficacy data 
discussed in the efficacy review were not accepted. To 
this day, it appears that the registrant has failed to 
establish this link and, therefore, that the rat claims 
made for 3282 - 81 technically still are not supported. 

The relatively poor acceptance of 3282-81 may have been due 
to the fact that it consists of crumbled pellets (see 
efficacy review of 1/18/89). It appears that 3282-81 was 
created to be a Brodifacoum-containing counterpart to d
Con' s "READY MIXED" Warfarin-containing bait, 3282-4, as 
the company was replacing its Warfarin line with 
Brodifacoum baits. An important difference between the two 
products is that the well -accepted 3282-4 was largely a 
mixture of whole grains while 3282-81 consists of crumbled 
pellets which would be expected to be inefficient ' fo r rats 
to eat and not particularly attractive to them. 

At the time of reregistration, new efficacy data will have 
to be generated for both products if d-Con wishes to retain 
any sort of single-feeding claim for these products. On 
8/21/95, Ruth Trager of Reckitt & Colman called me and left 
a Voice Mail message on the issue of test methods for the 
single -feeding claim . I left a recorded message for her on 
8/23/95, but cannot find records of an actual conversation 
between us. At this point, I feel that d-Con's single
feeding claim should be brought into line with what is on 
the labels for other second - generation anticoagulant baits. 
There have been some problems with the relative emphasis of 
the "SINGLE - FEEDING" vs. the "4 -or-5 days" parts of the 
claim. 

The proposed revised labeling submitted includes, for each 
product, labels for 3-oz bait trays and labels for boxes 
which would hold 4 such trays (both products) or 16 trays 
(2-lb box for 3282-81 only) . 

The proposed revised box labels incorporate all of the 
bait-protection text indicated in PR Notice 94-7. However , 
the "DIRECTIONS FOR USE" sections are not properly 
organized in that the subheadings "READ THIS LABEL" , 
"IMPORTANT ", "USE RESTRICTIONS" , "SELECTION OF TREATMENT 
AREAS ", and "APPLICATION DIRECTIONS" are presented in 
parallel (i.e ., with equal emphasis) to the main heading 
"DIRECTIONS FOR USE ". As a consequence, the "DIRECTIONS 
FOR USE " section appears to begin and end with the "It is a 
violation of Federal law . labeling " sentence. 

Apart from the bait protection text, the use directions for 
these products depart from those typically used for 
anticoagulant baits claimed to control commensal rodents. 
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Some of these departures are related to the fact that the 
product comes in bait trays. Others seem to be related to 
the company's desires to market the product effectively and 
to communicate with potential users in relatively simple 
terms. While there are no a priori reasons to object to 
language modifications for such purposed, the alternative 
text must be examined carefully for missing elements, false 
or misleading statements , and/or text which contradicts or 
detracts in any way from required directions, restrictions, 
or precautions . . In 1992, I performed a simi l ar exercise 
for d - CON's Warfarin rat and mouse baits. 

The proposed revised box labels include various promotional 
claims. These also must be examined careful l y so that 
false statements are eliminated and misleading statements 
either are eliminated or modified so as to b e appropriate. 

The proposed revised bait labels for bait trays do not 
include any "DIRECTIONS FOR USE " sections, although a 
relatively inconspicuous sentence near the bottom of the 
back panels does state 

"See outer box for complete Directions for Use." 

This approach is inadequate. I feel that these products' 
bait trays should be required to bear text similar to that 
required for placepack labels for which registrants decline 
or are unable to present the full "DIRECTIONS FOR USE" text 
there. Adapted for bait trays , that text would read 

"DIRECTIONS FOR USE 

It is a violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. Read the entire label on the outer 
package before using this product. It is illegal 
to sell these bait trays individually. " 

This language directs the user appropriately to the . 
product's full labeling and offers information which might 
discourage certain retailers from opening outer boxes . and 
selling bait trays ind ividually. Such practices are common 
for placepack products. Selling d-Con ' s trays individually 
would be il~egal becau se an incompletely-labeled pesticide 
is misbranded. [Note especial ly FIFRA §2 (q ) ( 1) (F ) . J 

Because d-Con ' s bait trays hold less than the 4 oz of 
anticoagulant bait normally required for a single placement 
made to control comme nsal rats and because the box contains 
significantly less bait than the 16 oz normally required 
for one placement .at the maximum rate, the labeling for 
these products must include qualifying statements which 
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inform users that the amounts of bait provided may only be 
sufficient to kill limited numbers of rats. While we have 
tried to prohibit sale of containers of less than 4 oz of 
a nticoagulant bait from being sold under labeling which 
includes claims for control of commensa l rats, we have 
accepted directions which prescribe u se of single 3-oz 
placepacks at loci where rats are to be baited. As a 
qualifier for 3-oz bait trays, we could borrow the "1 - 2 
rats" claim permitted for 4-oz placepacks, but it would not 
be necessary to attach a claim to the label of a 3-oz bait 
tray as long as trays always were sold in multiples. The 
statement that we have required for 12-oz containers of 
anticoagulant baits claimed to control commensal rats, as 
modified for a package of four 3 - oz bait trays, would be 

"The amount of bait contained in the trays in this 
box is unlikely to be sufficient to kill more than 
3 to 12 rats." 

Registrants who seek to dispute the requiring of such 
statements tend to argue in terms of how many rat LD50 
values would be expected to be in a specified quantity of 
bait, but such arguments fail on several grounds: (1) by 
definition, the LD50 dosage only is expected to kill half 
of the animals exposed to it; (2) if a toxic i ty figure were 
to be used, the LC9 9 might be a better number; (3) rats 
generally feed normally for the first 3-4 days of exposure 
to anticoagulant baits, thus tending to consume many times 
over the amount needed to kill them; and (4) resident rats 
are likely to hoard bait if possible and may inhibit access 
by conspecifics to palatable food sources. The 
determination of qualification statements is based more on 
the behavior of rats than it is on the toxicity of the 
particular anticoagulant at issue to the target species. 
Three ounces of bait might feed one rat for three days, two 
rats for one or more days, etc. So that users do not 
underbait the infestations that they are intending to 
control, I feel that the ranges presented in the qualifying 
statements should be on the conservative side. 

Because Reckitt & Colman is up against the 3/16/96 
deadline, I have structured the labeling comments under 
"CONCLUSIONS" in an imperative tone. This approach would 
permit the product manager to accept the labels "with 
COMMENTS ", should he choose to do so, with the company then 
being required to make all the changes indicated. The 
benefits that the company would receive from this approach 
would be to have labels consistent with PR Notice 94-7 
accep~ed and to know exactly what text must go on final 
printed labels. The disadvantage would be a loss of 
flexibility in label text, but label revisions could be 
proposed at a later date. The most important thing would 
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seem to be for Reckitt & Colman to have accepted labels so 
that tpey can ship these product after 3/16/96. With this 
in mind , ·I have drafted new use directions, modified in 
organization and content to clearly be consistent with what 
PR Not.ice 94-7 stipulates, what we have required of other 
rodenticide registrants, and the special needs for these 
bait-tray products. The directions, presented under 
"CONCLUSIONS" for each product as item #1., have been 
adapted largely from those accepted for 3282-4 on 9/18/92, 
with some adjustments related to items which are consistent 
with site claims that have been accepted for Brodifacoum 
baits and with some of the special text that the company 
desires for 3282 - 66 and 3282 - 81. 

202.0 CONCLUSIONS 

3282-66 

Modify the proposed revised labeling submitted for this 
product on November 8, 1996, to · read as indicated below. 

l. On the back panel of the label for the 12 - oz outer box, 
organize the heading and subheadings in the "DIRECTIONS 
FOR USE " in the manner indicated below (and in PR' Notice 
94-7) and modify this entire section to read as shown 
below. Note that some of the text in the "USE 
RESTRICTIONS" , "SELECTION OF TREATMENT AREAS ", and 
"APPLICATION DIRECTIONS " sections must be changed. 

"DIRECTI ONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

READ THIS LABEL : Read this entire label and 
follow all use directions and use 
precau tions. 

IMPORTANT: Do not expose children , pets , or 
other nontarget animals to rodenticides. To 
help p rev ent accidents: 

1. Sto re product not in use in a location 
out of reach of children and pets. · 

2. Apply bait in locations out of reach of 
c h i ldren , pets , domestic animals and 
non target wildlife, or in tamper
resistant bait . stations. These stations 
must be resistant to destruction by 
children ~nder six years of age and mus~ 

6 ~ 
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e. 

be used in a manner that prevents such 
children from reaching into. bait 
compartments and obtaining bait. If bait 
can be shaken from stations when they are 
lifted, units must be secured or 
otherwise immobilized. Even stronger 
bait stations are needed in areas open to 
hoofed livestock, raccoons, bears, other 
'potentially destructive animals, or i~ 
areas prone to vandalism. 

3 . Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified 
on this label. 

USE RESTRICTIONS : This product m~y be used 
to control house mice, Norway rats, and roof 
rats in and around homes, industrial, 
commercial, agricultural and public 
buildings. d-CON Pellets Generation II also 
may be used in transport vehicles (ships, 
trains, aircraft) and in and around r e lated 
port or terminal buildings. Do not use in 
sewers. Do not place bait in areas where 
there is a possibility of contaminating food 
or surf aces that come in direct contact with 
food. Do not broadcast bait. 

SELECTI ON OF TREATMENT AREAS : Determine 
areas where rats or mice will most likely 
find and consume the bait. Generally, these 
are along walls, by gnawed openings, in or 
beside burrows, in corners and c'oncealed 
places, between floors and walls, or in 
locations where rodents or signs of rodents 
have been seen . Remove as much alternative 
food as possible. Use tamper-resistant bait 
stations wherever necessary (see 
"IMPORTANT 11 · ) • 

APPLICATI ON DIRECTIONS : 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to 
kill more than 3 ' to 12 rats. More than one 
box may be needed to control larger 
infestations. 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-30 feet in infested 

r 
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·. 
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~reas. Maintain an uninterrupted supply of 
fresh bait for at least 10 ·days. 

: . 

To Control House Mi~e: Open tray and apply 
1/4 ~1/2 ounce (1-2 level tablespoons) of 
bait at · 8- · to 12-foot intervals in infested 
areas. Larger placements .(up to 2 ounces)· 
may be needed at points of extremely high 
mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 

For Rats and Mice: Check bait locations 
every 2 days for signs of feeding . 
Replenish bait if more than 1/2 of the 
original amount has been removed by rodents. 
Replace contaminated or spoiled bait 
immediately if rodent activity still is 
evident. If trays are not fed f rom for 5 
consecutive days, relocate them to other 
places where rodent activity exists and 
where placements consistent with the 
r e quire ments of this labe l c an be made. 
Collect and dispose of all dead animals and 
leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water ~nd harborage as much as 
possible. If reinfestation does occur, 
repeat treatment. Where a continuous source 
of infestation is present, establish 
permanent bait stations and replenish them 
as needed. 11 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
directions. 

2. On the front panel of the box label, replace 

"CAN KILL IN ONE FEEDING 
Rats and mice will die within 4 or 5 days" 

with 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 o~ 
5 days after feeding begins." 

Make this same substitution on the left side P,anel of 
the box label. 
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3. Delete from the back panel of the box label the sentence 

"d-CON Pellets Generation II can kill in one 
feeding when used as directed." 

4. As written, the claim, on the left side panel of the 
box, which reads 

"SOLVING AMERICA'S RODENT 
PROBLEMS FOR OVER 40 YEARS" 

is false and misleading. This product has not been 
registered for 40 years. What seems to be true is that 
d-CON baits have been used to control commensal rodent s 
for more than 40 years. Therefore, an acceptable claim 
would be 

"d-CON BAITS: KILLING RATS AND MICE 
IN AMERICA FOR MORE THAN 40 YEARS". 

5. Either delete the single -feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim to read 

"Rats and mice may consume a lethal dose in one 
.feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

As these trays are not to be sold individually, we 
question the need for this claim on the label for the 
bait trays. 

6. On the back panel of the label for the bait tray, 
replace 

"See outer box for complete Directions for 
Use. " 

with the text shown immediately below. 

"DIRECTIONS FOR USE 

It is a violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. Read the entire label on the outer 
package before using this product. It is 
illegal to sell these bait trays individually." 

Note that bait trays sold individually would be 
misbranded because they would lack complete "DIRECTIONS 
FOR USE" and "STORAGE AND DISPOSAL " text. As the 3-oz 
·contents are below the minimum requirement for a single 

I 
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placement of "loose'' anticoagulant bait u sed to control 
co~mensal rats, an individually-sold container of that 
amount could not bear claims- for controlling Norway rats , 
or roof rats. 

When setting up labels for printing, · make s u re that logos 
and other not-required items do not obscure or detract from 
required label statements. 

! 

3282-81 

Modify the proposed revised labeling that you submitted for 
this product on November 11 , 1995, as indicated below . 

1. On the labels for the 12-oz and 3-lb outer container s, 
organize the heading and subheadings in t he "DIRECTIONS , 
FOR USE" in the manner indicated below (and in PR Notice 
94-7) and modify this entire section to read as shown 
below. Note that some of the text in the "USE 
RESTRICTIONS ", "SELECTION OF TREATMENT AREAS ", and 
"APPLICATION DIRECT-IONS " sections must be changed. 

) 

"DIRECTIONS FOR USE 

It is violation of Federal law to use this 
product in a manner inconsistent .with its 
labeling. 

READ THIS LABEL: Read this entire label and 
follow all use directions and use 
pr~cautions. 

IMPORTANT: Do not expose children , pets, or 
-Other nontarget animals to rodenticides. To 
help prevent accidents: 

1. Store product not in use in a l ocation 
out of reach of children and pets. 

2. Apply bait in locations out o f reach of 
children , pets , domestic animals and 
nontarget wildlife , or in tamp er
resistant bait stat i ons . These stations 
must be resistan t to destruct ion by 
children under six· years of age and mu st 
be used in a manner that prev e n ts s u c h 
children from reaching into bait 
compartments and obtaining bait . If bait 
can be shaken from stations when they are 
lifted , units must be secured or 
otherwise i mmobilized. Even stronger 
bait stations are needed in areas open to 
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hoofed livestock, raccoons, bears, other 
potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, 
spoi~ed, and unconsumed bait as specified 
on this label. 

USE RESTRICTIONS: This product may be used 
to control house mice, Norway rats, and roof 
rats .in and around homes, industrial, 
commercial, agricultural and public 
buildings. d-CON Ready Mixed Generation II 
also may be used in tr~nsport vehicles 
(ships, trains, aircraft) and in and around 
related port or terminal buildings. Do not 
use in sewers~ Do not place bait ib areas 
where there is a possibility of 
contaminating food or surfaces that come in 
direct contact with food. Do not broadcast 
bait. 

SELECTI ON OF TREATMENT AREAS: Determine 
areas where rats or mice will most likely 
find and consume the bait. Generally, these 
are along walls, by gnawed openings, in or 
beside burrows, in corners and concealed 
places, between floors and walls, or in 
locations where rodents or signs of rodents 
have been seen. Remove as much alternative 
foqd as possible. Use tamper-resistant bait 
stations wherever necessary (see 
II I MPORTANT II ) • 

APPLICATION DI RECTI ONS: 

[The paragraph immediately below applies to the 
12-oz box but not to the 3-lb box·.] 

The amount of bait contained in the trays in 
this box is unlikely to be sufficient to 
kill more than 3 to 12 rats. More than one 
box may be needed to control larger 
infestations. · 

To Control Norway and Roof Rats: Place 1-4 
bait trays per placement. Space placements 
at intervals of 15-30 feet in infested 
areas. Maintain an uninterrupted supply of 
fresh bait for at least 10 days. 
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To Control House· Mice: Open t~ay and apply ~ 
1/4 - 1/2 ounce (1-2 level tablespoons) of 
bait at 8-· to 12 - foot intervals in infested 
areas. Larger placements (up to 2 ounces) 
~ay be needed at points of ·extremely high 
mouse activity. Maintain a · supply of fresh 
bait for at least 15 days. 

For Rats and Mice: Check bait locations 
every 2 days £or .signs of feeding. 
Replenish bait if more than 1/2 of the 
original amount has been removed by rodents. 
Replace contaminated or spoiled bait 
immediately if rodent activity still is 
evident. If trays are not fed from for 5 
consecutive days, relocate them to other 
places where rodent activity exists and 
where placements consistent with the 
requirements of this label can be made. 
Collect and dispose of all dead animals and 
leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible . If reinfestation does occur, 
repeat treatment. Where a continuous source 
of infestation is present, establish 
permanent bait stations and replenish them 
as needed." 

Preserve this format and content when labels are 
printed. Do not include any graphics with these 
directions. 

2 . On the front panels of the outer box labels, replace 

"CAN KILL IN ONE FEEDING 
. Rats and mic~ will die within 4 or 5 days" 

with 

"Rats and mice may consume a lethal dose in one 
feeding with first ·dead rodents appearing 4 or 
5 days after feeding begins." 

Make this same substitution on the left side panel of 
the 12-oz box label and from .wherever else it might 
appear on the labels for all outer packaging used for 
this product. 

3. Delete from the front panels of the outer box labels the 
claim "flavor attractive to mice and rats". From the 
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·data that have been submitted to us and linked to this 
product (MRID Nos. · 413082 - 01 and 415247-01), it does not 
ap~ear that this bait is very attractive ~o CD Strain 
Norway rats, at least. Data submitted subsequently 
(MRID No. 416037-01) suggested better accepta~ce by 
Wistar strain rats, but we were unable at the time that 
the submission was reviewed to establish a link between 
the pait used and the 3282 - 81 product. Consequently, we 
have not ·accepted that study for 3282-81, and the rat 
claims for this product technically are not supported 
(see our letter of October 30, 1990). Until this matter 
is . resolved, claims to the effect that the 3282-81 
product is especially attractive to target rodents are 
not acceptable. 

4. Delete from the back panel of the 12 - oz box label (and 
from wherever it might appear on the 3-lb box) the 
sentence 

"d-CON Pellets Generation II can kill in one 
feeding when used as directed." 

5 . As written, the c l aim, on the box labels, which reads 

"SOLVING AMERICA'S RODENT 
PROBLEMS FOR OVER 40 YEARS" 

is false and misleading. This product has not been 
registered for 40 . years. What seems to be true is ' that 
d-CON baits have been used to control commensal rodents 
for more than 40 years. Therefore, an acceptable claim 
would be 

"d- CON BAITS: KILLING RATS AND MICE 
IN AMERICA FOR MORE THAN 40 YEARS". 

6. Either delete the single-feeding claim from the front 
panel of the label for individual bait trays or modify 
the claim to read 

"Rats and mice may consume a lethal dose in one 
feeding with first dead rodents appearing 4 or 
5 days after feeding begins." 

As these trays are not to be sold individually, we 
question the need for this claim on the label for the 

-bait trays. 

6. On the back panel of the label for the bait tray, 
replace 

13" 

176



' 

. ' 

"See outer box fc;:>r complete Directions for 
'use. 11 

with the text shown imm'ediately below . 

"DIRECTIONS FOR USE 

It is ~ violation of Federal law to use this 
product in ·a manner inconsistent' with its 
labeling. Read the entire label on the outer 
package before using this product. It is 
illegal to sell these bait trays individually . " 

Note that bait trays sold individually would be 
misbranded because they would lack complete "DIRECTIONS 
FOR USE" and "STORAGE AND DISPOSAL" text. As the 3 - oz 
contents are below the minimum require~ent for a single 
placement of 11 1-oose" anticoagulant bait used to control 
commensal rats, an individually- sold container of that 
amount could not bear claims for controlling Norway rats 
or roo f rats . 

When setting up labels for printing, make sure that logos 
and other not - required items do not obscure or detract from 
required label statements. 

[NOTE TO PM: The label$ submitted for all of these product use 
their current "ENVIRONMENTAL HAZARDS " text rather 
than the new text prescribed by PR Notices 93 - 3 
and 93 - 8 (and incorporated into the format label 
included in PR Notice 94-7). As this revie w 
concentrates on use directions and efficacy
related claims, other portions of the labels 
should be c h ecked for appropriateness. Note the 
"tamper- resistant bait boxes " text on the tray 
labels. I feel that it might be better to leave 
it there than to have it removed. ] 

William W. Jacobs 
Biologist 
Insecticide-Rodenticide Branch 
January 3 0, 1 996 

,• 
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DP BARCODE: D221493 

CASE: 027444 DATA PACKAGE RECORD 
SUBMISSION: S497519 BEAN SHEET 

* * * CASE/SUBMISSION INFORMATION * * * 

DATE: 12/06/95 
Page 1 of 1 

CASE TYPE: REGISTRATION ACTION: 356 LABEL, IMPRV PROG-NOTIFI 
RANKING 0 POINTS () 
CHEMICALS: 112701 Brodifacoum 00.0050% 

ID#: 003282-00081 D-CON READY MIXED GENERATION II 
COMPANY: 003282 RECKITT & COLMAN INC, HOUSEHOLD PRODUCTS DIVISION 
PRODUCT MANAGER: 14 ROBERT FORREST 703-305-6600 ROOM: CM2 219 
PM TEAM REVIEWER: DANIEL PEACOCK 703-305-5407 ROOM: CM2 221 
RECEIVED DATE: 11/09/95 DUE OUT DATE: 02/27/96 

* * * DATA PACKAGE INFORMATION * * * 

DP BARCODE: 221493 EXPEDITE: N DATE SENT: 12/06/95 DATE RET.: I I 
~EMICAL: 112701 Brodifacoum 
~P TYPE: 001 Submission Related Data Package 

CSF: N LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 02/14/96 

DIV : RD I I I I NE GOT DATE: I I 
BRAN: IRB I I I I PROJ DATE: I I 
SECT: ~ I I I I f<.L REVR : 1~16 ;J") I !./°t6 CONTR: ' I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Bill, 

Please review labeling per PR Notice 94-7. 

Thanks, 

Dan 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION 
IRB/PMT-14 

DATE OUT 
12/05/95 

DUE BACK 
02/13/96 

INS 
y 

CSF 
N 

LABEL 
y 
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11-1 3 -9.s -
W-#/Yo!B'~ 

FRONT END PROCESSING APPLICATION INFORMATION CHECK 

PM 

EPA COMPANY NUMBER 3;;, f'r,2 - ~/ 

EPA REGISTRATION NUMBER 
STATUS (For Amendments) 

"ME-TOO" CITED PRODUCT STATUS 

PRAT RECORD CREATED 

Active ,...,....--Cancelled ---- ----
Not in REFS 

Active --- Cancelled ---
Not in REFS 

----
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AMENDMENT 

APPLICATION FOR AMENDMENT 

WITH DATA NO DATA 

INIT DATE INIT DATE 

FEU ~ //-/~ -f'_s,,-

/:fi ~ 
·---

FEU 

SIG (DATA) 

PM 

180



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

11/13/95 

RUTH TRAGER 
RECKITT & COLMAN INC, HOUSEHOLD PRODUCTS DIVISION 
225 SUMMITT AVE 
MONTVALE NJ 07645 

PRODUCT NAME: D-CON READY MIXED GENERATION II 
COMPANY NAME: RECKITT & COLMAN INC, HOUSEHOL 
OPP IDENTIFICATION NUMBER: 180182 
EPA REGISTRATION NUMBER: 3282-81 
EPA RECEIPT DATE: 11/09/95 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF 
PREVENTION, PESTICIDES, AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application 
for an amendment and it has passed an administrative screen for 
completeness. 

During the initial screen we determined that the application 
qualifies for fast track review . The package will now be forwarded 
to the Product Manager for review to determine its acceptability. 

If you have any questions, please contact Rob Forrest, 
Product Manager 14, at (703)-305-6600. 

Sincerely, 

Front End Processing Staff 
Information Services Branch 
Program Management and Support Division 

Recycled/Recyclable • Prinled wilh Vegetable Oil Based Inks on 100% Recycled Paper (40% Postconsumeri 
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November 8, 1995 

Mr. Robert Forrest (PM-14) 
Insecticide / Rodenticide Branch 
Registration Division, H7505C 
U.S. Environmental Protection Agency 
Crystal Mall, Building #2, Room 219 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: d-CON Ready Mixed Generation II 
EPA Reg. No. 3282-81 
Amendment to revise label as per PR Notice 94-7 

Dear Mr. Forrest: 

Enclosed are 5 copies of a draft label for d-CON Pellets Generatio II, 
EPA Reg. No. 3282-65. The label has been revised to include the 
prescribed language as per PR Notice 94-7, the change in company name 
from "The d-CON Company Inc." to "Household Products Division, Reckitt 
& Colman Inc ." and label language that has been added as part of 
notifications. 

In support of this amendment, we are submitting the following: 

1) EPA Form 8570-1, Application for Pesticide Amendment, OPP 
Identifier No. 180182; 

2) Five (5) copies of the draft label incorporating the changes 
listed above. 

Thank you for your attention to this submission. We look fo r ward to a 
favorable response as quickly as possible. 

If you have any questions, you can contact me at 1-800-526-0321 , ext. 
5792. 

Sincerely, 

R~~~ 
• • •••••• • 
• • •••••• • 

Senior Regulatory Affairs Associate • •••••• • •• • • 

RECKITT & COLMAN INC. 
225 Summit Avenue. Montvale. NJ 07645-1575 201-573-5700 

• •• • • • •••• 

•••••• • • •• 
• •••• • • • • •••• 

• •• • • • •••• 
• ••• • • • •• • 
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. ~F~•"°'~iLJ .. ~:.., :m~.:,:~:.: Please read Instructions on reverse before completing form. 

(A) ft EPA UnMd Staie. E"'imnmen1a1 "°""'-....,.~Registration OPP Identifier Number 
Office of Pesticide Programs (H7505C) 

.. 0 Washington. DC 20460 Amendment 180182 
Application for Pesticide: Other 

' 

..,ect o 
1 . Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 Robert A. Forrest 

4. Com~any/Product (Name) PM# IX] None D Restricted 
d- ON Ready Mixed Generation II 14 

5. Name and Address of Applicant {Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Household Products Division (b)(i), my product is similar or identical in composition and labeling 
Reckitt & Colman Inc. to : 
225 Surmit Avenue 
Montvale, NJ 07645 

EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section 11 
·' . 

~ -

ti_ Amendment - Explain below Final printed labels in response to 
Agency letter dated 

Resubmission in response to Agency letter dated 
,__ 

"Me Too" Application. -. 

Notification - Explain below. -
,_...__ Other - explain below. 

Explanatlon: Use additional page(s) if necessary. (For section I and Section II.) 

AMENDMENT - Addition of the prescribed language as per PR Notice 94-7, change in company name and all notifications. 

r. 

Section Ill 
1. Material This Product Wiii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

~Yes* ~Yes ~Yes ~Me~ Plastic 

No No No Glass I· 

If "Yes," No. per If "Yes,· No. per 
Paper 
Other (Specify! 

• Certification must be Unit Package wgt. container Packagewgt. container 

submlHod I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

00 Label D Container ll. oa. ~lbs. a on Label 
On labelino accompanvino product 

6. Manner In Which Label Is Affixed To Product ~ Lithograph D Other( ) 
Paper glued 

' Stenciled 

Section IV 
1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this applicatioo.) 

Name TI tie Telephone No~ (Include Area Code) 
Ruth Trager Sr. Regulatory Affairs Associate 201-§73-5+'92 •••••• • 

Certification 6. Date ~pplicatiort • 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

• •••• 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or • (Slivnped) • •• 
both under applicable law. • • • •••• • •••• 

2. Si! lfaf re 3. Title 
• • ••••• 

tcll-\ f\,nntAJ • •• ~ • • • Sr. Regulatory Affairs Associate •••• L 

• ••• 
4. Typed Name 0 5. Date • • • •• • 

Ruth Trager Novent>er 8, 1995 

EPA Form 8570-1 (Rev.12·90) Previous editions are obsolete. 
. . 

White - EPA Fiie Copy (onginal) Yellow - Applicant copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS:?_:....r J -------- .· PAPERWORK REDUCTION ACT NO'fICE: Public reporting burden for · this collection of information is esti ed 
to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources, gathering and 
maintaining the data needed, and coq>leting and reviewing the collection of information. Send comnents regarding the burden 
estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief, 
Information Policy Branch, PM-223, U.S. Environnental Protection Agency, 401 M Street, SW, Washington, DC 20460; and to the 
Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amenanent, 
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an 
application for a new registration submitted on this form, the following material nust accoq>any the application: 

1. Certification with Respect to Citation of Data <EPA Form 8570-29). Clf not ex~ted by 40 CFR 152.81 (b) (4)1; 
2. Confidential Statement of Fornula (EPA Form 8570-4); 
3. Fornulator's Ex~tion Statement (EPA Form 8570-27>{ 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new 
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed 
label. If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file. 
Mockup labels significantly smaller than 8.5 x 11 inches should be mol.l'lted on 8.5 x 11 inch paper for submission. 
5'JJaission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before coq>leting this application. First Ai. 
determine the type of registration action, listed in Block A, for which you are submitting this application. For ,..., 
applications submitted in connection with New Registration actions, Sections I, Ill, and IV nust be coq>leted by the 
applicant. For applications submitted in cornection with amended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections 1, 11, and IV must be coq>leted by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be coq>leted, as applicable, for all registration actions. 
1. CClllpllrtY/Proci.lct lkllber - Insert your CClllp8rtY llulber, if one has been assigned by EPA. This riult)er may have been assigned 

to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Procl.lct 
llUllber. 

2. EPA Product Manager - If known, fill in the name and PM riult)er of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. ProdJct lla.e - Enter the coq>lete product name of this pesticide as it will appear on the label. The name must be 

specific to this product only. Duplication of names is not permitted among prodlicts of the same coq>any. Do not include 
any brand name or coq>any line designations. 

5. Jlime and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you nust submit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States nust have an 
authorized agent residing in the United States to act for them in all registration matters. The name and coq>lete mailing 
address of such an agent must accoq>any this application. 

6. Expedited Review - FIFRA section 3 (c) 3 CB) provides for expedit~ review of applications for: registration, or amenctnents 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with ~ 
the EPA. In order for your application to be eligible for expedited review, you nust provide us with the EPA RegistratiOllllllllllll" 
Nurber and product name of the product you believe is similar to or identical to your product. The product must be 
similar or identical in both fornulation and labeled uses. 

SECTION II - This section nust be coq>leted for all applications submitted to amend the registration only of a currently 
registered product (Amenanent), for a resubmission in response to an Agency letter, for notifications to the Agency, for the 
submission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered 
product. This section is not to be used for a new application for registration. 
1. Slbject of st.t.ission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explanation of the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the 
Confidential Statement of Fornula by ••• "; 11 raregistration submission"; general label revision of use directions.•• Attach 
a separate ge i f additional space is needed • 

•••••• • SECTION II I CP,ackaging and Container Information) - This sec.tion Jl'l.ISt be coq>leted for all applications 
submitted in Sion with new registration or applicable ametdnents. 
1. T of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 
:•2 ,. ate the .size of the individual packets and riult)er per retail container • 
• Type!" of Retail Container - Indicate type of container in which product will be marketed • 
.. l. ion of Net Contents - Specify the net contents of all retail containers for your product. 

If,. ~fze<s> of t•i1 Container - Specify the net contents of all retail containers for your product. 
5. Location irections - Indicate the location of the use directions for your product • 

. • ••• r in ~. di. Label is affixed to prodJct - Indicate the method prodJct label is attached to retail container. 
••••• • 

SECTION IV• f CCOltact Point) - This Section must be coq>leted for all applications for Registration actions, i.e., 
new products r ~ t ration, resubmission, "me-too," reregistration, etc. 
1-5. Self-ex • te ry. 

6. EPA Use ~r~ •• 
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ATTACBID NOTIFICATION 

TO: PM ~~~ 
Ii-/ 

FROM: REG. SUPPORT 

NO NEW LABEL 

EPA R.EG. NO. NEW LABEL ATTACHED 

COMPANY NAM! ____ _ NEW CSl" ATTACHED 

••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

THIS IS AN AOOITIONAL BRANO NAME 

7 
THIS IS A CSF PERMITTED UNOER PR NOTICE 88•6 

THIS IS A LABEL CHANGE PERMITTED UNDER PR NOTICE 88•6 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
THIS WAS SENT TO SIG FOR COOING AND/OR MICROFICHING 

FILE IN JAC!l:ET 
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.?/ease read In tructlons on reverse before completing form Form Aooroved. OMB No. 2070-0060. Aooroval exoires 11-30-93 

{A) United States Environmental Protection Agency - OPP Identifier Number 

&EPA Office of Pesticide Programs (H7505C) ...._ Registration 
Washington, DC 20460 Amendment 

Application for Pesticide: 
...._ 

Other 169913 " IKX ....__ - . ~. . . ' 
... t:;. .. :110 1 ~ '"'"" ·-

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 Robert Forest 

4. Company/Product (Name) PM# lxxl None D Restricted 

d-CON Ready Mixed Generation II 14 

5. Name and Address of Applicant (Include ZIP Code) 0. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

The d-CON Company, Inc. (b)(i), my product is similar or identical in composition and labeling 

225 Summit Avenue 
to: 

Montvale, NJ 07645 
EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section 11 
--

Amendment - Explain below Final printed labels in response to 

c Agency letter dated 

Resubmission in response to Agency letter dated 
..___ -

n 

. , "Me Too" Application . 

Notification - Explain below. 
..___ 

x Other - explain below. ,__ 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 
NOTIFICATION 

1 - Delete: "See Bottom of Box" from side panel (Refers to EPA Est. No. Site) 

2 - Reiteration of "*Rats and Mice Will Die Within 4 or 5 Days" on side panel (NOTE: 

CAN KILL IN ONE FEEDING*" is currently on EPA stamped label ( side panel) and will 

precede this statement. 
" 

Section Ill 
1. Material This Product Wiii Be Packaged In: . 

-
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes* BYes BYes ~~ Plastic 
No No No Glass 

If "Yes," No. per If "Yes ," No. per 
Paper . 

* Certification must be Unit Package wgt. container Package wgt. container 
Other (Specify) 

submitted I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

0 Label D Container 
a on Label 

On Labelina accomoanvina oroduct " 
6. Manner In Which Label Is Affixed To Product § Lithograph D Other I ) 

Paper glued 
• Stenciled 

Section IV 
1. Contact Point (Complete items direct/;· below for identification of individual to be contacted, if necessary, to process this application.) 

Name Title Manager 
Telephone NC: •t'r1tft.ltle Area Code) 

•••••• 
Paul J. Kruger EPA Regulatory Compliance •••• • • • • • • • •••• --· _ ...... 

Certification 6 . Date9Application • • • • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. :i ¥ei •• d • •••• 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or • (Stamped) •• : •• • 
both under applicable law. . ., .. 

.// • • • • ..... - •• • 
2 s;goarurag / f~ 3. Title ...... .. 

Manager • • • •• 
'/;:..... '~....-. Regulatory Compliance • •• EPA • • • •••• I 

__.. i..- •••• e I 

• ••• 
4. Typed Name {ir v - 5. Date • • • ••••• • 

' 
Paul J. K ger October 10, 1991 

EPA Form 8570-1 (Rev. 12-90) Previous editions are obsolete. 
. . 

White - EPA File Copy (ong1nal) Yellow - Applicant copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this col l"ection of information is 
estimated to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources, 
gathering and rna.intaining the data needed, and completing and reviewing the collection·of information. Send comments 
regarding the burden estimate or any other aspect of this collection of information, including suggestions for reducing this 
burden, to Chief, Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 
20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, 
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order t.o process an 
application for a new registration submitted on this form, the following material must accompany the application: 

1. Certification with Respect to Citation of Data CEPA Form 8570-29). [If not exempted by 40 CFR 152.81 Cb) (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exe111>tion Statement CEPA Form.8570-27); ·'. 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling· Labeling should first be submitted in the form of draft labels with all applications for new 
registration. Such draft labels may be in the- form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed 
label. If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file. 
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission. 
_SlJ:mission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First 
determine the type of registration action, listed in Block· A, for which you are submitting this application. For ~ 
applications submitted in connection with New Registration actions, Sections I, III, and IV llR.ISt be completed by the 
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 
1. C~/Product Nud>er - Insert your CQll1)any Nl.llber, if one has been assigned by EPA. This number may have been assigned 

to you as a basic registrant, a distributor, or as an establishment. ·If your product is registered, insert the Product 
Nl.llber. 

_2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide as it will appear on the· label. The name must be 

specific to this product only. Duplication of names is not permitted among products of the same company. Do not include 
any brand name or company line designations. 

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States must have an . 
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing 
address of such an agent llR.ISt accompany this application. · 

6. Expedited Review - FIFRA section 3 Cc) 3 CB) provides for expedited review of applications for registration, or amendment1illlllllllli 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with ,..,. 
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration 
Number and product name of the product. you believe is similar to or identical to your product. The product must be 
similar or identical in·both formulation and labeled uses. 

SECTION II - This section.must be completed for all applications submitted to _amend the .registration only of a 
currently registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the 
Agency, for the submission of final printed labeling, for reregistration and for any other action that pertains· to a specific 
EPA-registered product. This section is not to be used for a new application for registration. 
1. Sl.bject of slilnission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explanation of the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the 
Confident~.~tj,<O:e~nt of Formula by ••• "; "reregistration submission"; general label revision of use directions." Attach 

••• a.~~arate page tif· additional space is needed. 
• • • •••• 
!>EC'I.'.ION •i:.i:::.:i• (Packaging and Container Information) - This Section must be completed for all 
:P.P.l:~;tions ·sultllnitted in connection with new registration or applicable amendments. 
1. 'ype of Pac:ilc:ag~'°' - Check the approp.riate block if your product will be packaged in the indicated packaging types. 
• •-itiafcate M' !!rot- of the individual packets and number per retail container. · 
2!'~ of R\\aJl.container - Indicate type of container in which product will be marketed. 
3 .• tl.ocation cJf tlet Contents - Specify the net contents of all retail containers for your product. 
••tSi.i:e<s> ol Ret:H container - Specify the riet contents of all retail containers for your product. 
~.J..'bcation of tse Directions - Indicate the location of the use directions for your product. 
~.· Jflpger in;M'h 'abel is affix~ to product - Indicate the method product label is attached to retail container. 
• • •••• 
s~c'I'ION .Jx.~contact Point) - This Section must be complet~ fo; all-apPlications for Registration .actions, 
i.e., new products <registration, resubmission, "me-too," reregistration, etc. 
1-5. Self-explanatory. 

6. EPA Use Only. 
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,: .. - . 
The d-Con Company Inc. I 225 Summit Avenue I Montvale. N.J 07645 

October 10, 1991 

Mr. Robert Forest (PM-14) 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 
U.S. Environmental Protection Agency 
Crystal Mall Building #2, Room 211 
Arlington, VA 22202 

RE: d-CON Ready Mixed Generation II 
EPA Reg. No. 3282-81 
Label Modification Notification 

Dear Mr. Forest: 

This is to notify you of two minor label modifications to our d-CON Ready Mixed 
Generation II (EPA Reg. No. 3282-81). These are as follows: 

1 - Delete "See Bottom of Box" from side panel (Refers to EPA Est No. site) 

2 - Reiteration of *"Rats and Mice Will Die Within 4 or 5 Days" on side panel. 
(NOTE: "CAN KILL IN ONE FEEDING*") is currently on EPA stamped 
label (side panel) and will precede this statement. 

3 - In support of the above, enclosed is EPA Form 8570-1, Application for 
Pesticide (Notification), OPP Identifier No. 169913. Kindly note this change 
in our file. 

Thank you for your cooperation. 

A Regulatory Compliance • • •••••• • 
•••• • • 

• ••••• • • • • • 

PK / cjc 

/encl 

manufacturer of pesticides. energine and other household products. 

•••• 
• 

• • ... , .. 
• ...... 
• • • •• • 

• ••••• • • •• 
• •••• 

oJ • 

••••• 
• 

Subsidiary of Sterling Drug Inc 188
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• • 

The d-Con Company Inc. 
225 Summit Ave. 
Montvale, NJ 07645 

Gentlemen: 

JUL 0 9 1991 

Subject: d-Con® Mouse Prufe II I 
EPA Reg. No. 3282-6SV 
d-Con@ Pellets Generation II 

\/"fpA Reg. No. 3282-66 
d-Con® Lim-N8 Rat Killer in Ready 

Bait Packs 
~ EPA Reg. No. 3282-74 . 

d-Con® Ready Mixed Genfaration ~I 
EPA Reg. No. 3282-81\/ 
Your letter of February 22, 1991 

to Use 

Your request to expand the certified limits of your 
active ingredient (Confidential Statem~nts of Formula dated 
2/7/91) beyond the standard ones of 40 CFR l58.175(b}(2) 
will be acceptable,. ·provided· that you support .the expansion ... · 

·by submission of five or more representative samples, 'including" 
the raw analytical data, as required by PR Notice 91-2 and 
40 CFR 158.175(b)(4). 

Your two analytical methods (MRID No. 419150-01 and -02) 
for the determination of wate~ in these products are acceptable. 

Sincerely, 

Robert A. Forest 
Product Manager 14 
Insecticide-Rodenticide Branch 
Registration Division (H-7504C) 

RAF:dbp:CM2:RM265:557-4407:7/8/9l:Peacock Disk 55(8) 

/ 
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• • 

2 s 557- 4 7 c7/ I l • 

JUL O 9 1991 

Di 5 ( ) 
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• 
• 

~ • 
I . :. 

£XP£.D!TE 

DATE: 7 I I 111 PRODUCT CHEMIST/REVIEWER: !'11¢.ffAEL .r:&1F;:o1en 
{ 

PAGE: _J__ 't>r ·_j_ CONCURRED BY_: ~~ p 11..:u_- ~t.14 
·· 1 7-_ 1-9 / 

COMPAJ{Y: TI-IE d- CDN Com fP tJy.,IM.r.EPA REG. NO: \3QI ~9? - 8 / .. 
PRODUCT NAME: ,4-CoN Re+DY M1xw G£N£RATloN 1I 
TO PM NO: /tf ACTION CODE: 3 i/.-5 
BACKGROUND: ~(?SF .U*{f~ ~ f01d/!~t-0VL.02~,c/!.., 
~-· • ..• ~-~ ~Vl_.;~~ 

__..Vv,...... .i;Pu__, . • - o-
ACTIVE I REDIENT LABEL CLAIM/ LATEST LABEL CLAIM (DATED / / ) 

'BRDJ:J I FA COU fV1 : 3 - {3 -( 11/-BRo/YJO-{~· I/ - 61Pl/~NYL)-

4- -YL.)- I, ;2,1 3, 'i-TEIRAH'/DRO-l- IVAPH-THAL£ NyfJ-

L/- -!f '(])ROXY- i?H- 1- BENZ,DPYRA N - il-ONE (0.005 %) 

REl'EREKCES USED: /0/?cQ_-g(' 
FOOD OSB ( ) INERTS CLEARED c ( ) , D ( ) NOif rooo OSB CK> 
CFR 21 PARTS 170-199 ( ) TOXIC INERTS LIST 1( ) , 2( ) . 

CofVlm~NT.S: 
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DP BARCODE: D165287 

(, ISt:.: 027444 
S . ..JB1 ISSIO : S.3':12....'.1 

..... 

DA C.1U 

JAfA ~A~,HGt ~t:.L~~u 

t:<l:::.AN SHE:.l::. 

l 0 

~· * * LA:::i':::./SU.!::{1~1.rSS .• u I rC•~J'riA ~UN * -11 -11 

LSF 

DA t:.: <..>b/18.131 
Pace 1 ot 

CASE TYPE: REGISTRATION ACf!O : 345 Tl::.CH-FORMU~A ChAI GE A~ND 
· -He. .. C;A _S: l 1..::: 70 .t Brc•d. 1 a co urn 

ID#: 00~28c-UOU8~ D-CON READY MIXED Gt:.Nl::.RATIO I I 
~o~µA·Y: uo~~a~ D-L01 CU~UANY 1\IC 

-~;7< DL.:C "i=\ 1-l•.,E.R: 14 R:JBER1 rD "<~.:::ST 
~M TEAM REVIEWER: DANIEL PEACO .~ 703-557-4407 

~ECE V:D DA~= Oc:/c:7/9i nu~ 0 r DAT~: u~1281Jl 

* * * DATA ACKAG I FOR~hT~ON * * * 

DP BA~CODt:.: l55..:::e7 t:.X·.:it:.DlTt::: Y DA t:. S~~': U6/l8/91 
;~Ev.SA~: 1:2101 Brod1facoum 

.A:uo Yi-)f::: U01 Suorn1ss1c•r1 Re .• atec 
~PD~IN DLE DATE: 08/0C:/9 

ASSi c.D 10 DA ~ 

:v : RD I I 
l:IR \I: 1../SB 

• 
SEC • Pl.Ro 

::. v ~ • m, cu r:F-OR.b 
co 

I / 

I I 
/, .1 :rl /q I 

I I 

Data ::aci.<aqe 
CSF: Y 

DAT!::. Uw 
I I 
/ I 

I I 
7' I I q I 
I / 

• ***DATA REVI~W I STRUC1IUNS * * * 
See lnstruct1ons Tor ~~B~-b~. 

RQQ"r'J: C1Yk:'. c: 11 
ROOM: CMc: 265 

DATt:. r<E1. : .I / 

LABl:::.L: I\! 

* * * ADDITIO~A- DATA PACKAGES FOR THIS SUBMISSION * * * 
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l The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 
~\ 

•
•

•
•

February 22, 1991 

Ms. Marilyn Mautz, (Acting PM-16) 
Insecticide - Rodenticide Branch 
Registration Division (H7505C) 
U.S. Environmental Protection Agency 
Crystal Mall, Building #2, Room 211 
1921 Jefferson Davis aighway 
Arlington, Virginia · 22202 

Reference: Amended CFS's 
3282-65, d-con: Mouse Prufe II 

p282-66, d-ConR Pellets Generation II 
11'3282-81, d-ConR Ready Mixed Generation II 

3282-74, d-Con Lim-NS Rat Killer in 
Ready to Use Bait Packs 

Dear Ms. Mautz: 

In 1990, d-ConR fully converted from Warfarin based 
rodenticide baits to baits containing only brodifacoum as 
the active ingredient. Based on the information that we 
have recently obtained from analyses of production samples, 
we find that we are not always able to hit the brodifacoum 
concentrate targeted by our current Confidential Statement 
of Formula (CSF). The label claim and the lower limit on 
the CSF's is 0.005% or 50 ppm brodifacoum.  

 

We have considered increasing the amount of brodif acoum 
concentrate used in the production of the baits. However, 
we feel that this could significantly alter the 
toxicological profile of our product. We have and are 
currently making modifications to the production process to 
ensure the most uniform mixing of our bait formulations. 
However, our production people indicate that it is virtually 
impossible to guarantee that all our baits will hit the 
concentration of 50 ppm. I'm sure the Agency can appreciate 
the difficulty in producing a uniform mix at concentratiid~s 
in the "ppm" range. • • •. 

• • • •••••• • •• 
John Domanski recently discussed this issue wit:h ~an Pea~ock 
and Bill Jacobs. They suggested that we amend•our•csFJs to 
cover the range of concentration for brodifacoum:t:>ased:o  
our actual manufacturing experience.   

 

. : • •• • 
•••• 

• • 

d C ..... ·o'i ..... ; .. 
;( • .1 -f·'! 

• 'l; 
It 

® 
manufacturer of pesticides, energine and other household products. Subsidiary of Sterling Drug Inc 
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' ( 

•
•

•
•

Ms. Marilyn Mautz 
February 22, 1991 
Page 2 

Another issue that must be addressed is the way we calculate 
the concentration of brodifacoum in the final formulation. 

 
 

 

 
 

 
 
 

 

 
 I have enclosed 

copies of two procedures that can be used to determine the 
moisture content of d-Con rodenticide products. 

We hope that the Agency will accept our proposals for 
amending our CSF's and agree with our proposal to 
standardize the analysis results by the correction of 
product moisture. 

If you require additional information, or wish to discuss 
this matter further, please feel free to give me a call at 
(201)573-5329 • 

Sincerely, 

!fjl(~nager 
EPA egul1~~ 1 Compliance 
PJK:RF 
Enclosures 

cc: J . Domanski 
W. Jacobs 
D. Peacock 

••• • •• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • •• ••• 

• ••• • 
•• • • • • • •• 

• 
•• • • • • • •• 
••• • • • •• 

• 
• •• • • • •• •• 
• • •••••• • 
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r 

I • 

ATTACHED NOTIFICATION 

TO: PM 
\4 
~~ 

FROM: REG. SUPPORT BR. 

EPA REG. NO. 

J 

I 
t 
l 

NO NEW LABEL 

NEW LABEL ATTACHED 

NEW CSF ATTACHED 

••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

THIS rs AN ADDITIONAL BRAND NAME 

~;S IS A CSF PERMITTED UNDER PR NOTICE 88-6 ---
THIS rs A LABEL CHANGE PERMITTED UNDER PR NOTICE 88-6 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
~-IS WAS SENT TO SIG FOR CODING ANO/OR MICROFICHING 

FILE IN JACKET 

195



, Please read instructions on reverse before completing form. Form Approved. OMS No. 2070-0060. Approval expires 6-30·90. 

United States Environmental Protection Agency OPP Identifier Number 
Office of Pesticide Programs (TS-767) 

Washington, DC 20460 X NOTIFICATION 

&EPA Application for Pesticide: .. 

1. Company/Product Number 
3282-81 

2. Date 
6/14/91 

5. Name and Address of Applicant (Include ZIP Code) 

The d-CON Company, Inc . 
225 Summit Avenue 
Montvale, NJ 07645 

Check if this is a new address 
6. Product Name 

d-CoNR Ready Mixed Ge~eration II 

NOTIFICATION 

3. Product Manager 
Robert Forest (PM-14) 

149966 

4. Proposed Classification 
Restric-

General ted 

Date of Letter 

Alternate supplier source of:  

   
 

Section Ill 
1. Material This Product Will Be Packa 2. Type of Container 

-=....,,-"'="--,----=,....-,__..,..-----......,.,-,-.,-=_,.-,----------~,....---=~--,--=---------1-~ 
Child-Resistant Packaging Water-Soluble Packaging Metal 

Yes No Yes No Plastic 0 Yes 0 No """11,.,•""y,....es-,"'"· -~-~-------+,lf~ • ..,...Y-e~s.-·-~-~-------+---i Glass 

Paper 

~-..,,......-:-:-;-..,.-,.,---,,---,,..-,--;----:-:--+:-"""'""---,-,........,'='"~-=---:-,...------'---------'------+----' Other (Specify) 
. Location of Net Contents Information 4. Size(s) of Retail Container 

Unit package wgt No. per container Package weight No. per container 

Label Container 
5. Location of Label Directions 6. Manner in Which Label Is Affixed To Product 

On Label 

On material accompanying product 

Lithograph D Other (Specify) 

Paper glued 

Stenciled 

1. Contact Point (Complete Items directly below for identification of individual to be 

Name 

•••••• • • • • • • 
•••••• • • • • 

• • • • • • 
• 

• • •••••• • Paul J. Kruger •• ••• • • • 
Title 

Manager, EPA Regulatory Compliance 
Telephone No. (Include Area CO!i9i • • 6. Date ApplMltion Received 
01-5 73-5329 : (Stam~d) 

••••• 
Certification 

I certify that the statements I have made on this form and all attachments thereto are true, accurate, and 
complete. I acknowledge that a y knowingly false or misleading statement may be punishable by fine or 
imprisonme r both er a?, ble law. 

2. Signature 3. Title 
Manager, EPA 
Regulatory Compliance 

5. Date Signed 

Paul J. 6/14/91 
EPA Form 8570-1 (Rev. 4-88) Previous editions are obsolete. 

• •• • • • •••• 
• • •••••• • 
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Paperwork Reduction Act Notice and Instructions 
Paperwork Reduction Act Notice 

Public reporting burden for this collection of information is estimated 
to average of 0.85 hours per response, including .time for reviewing 
instructions, searching existing data sources, gathering and maintain
ing the data needed, and completing and reviewing the collection of 
information: Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions 
for reducing this burden, to Chief, Information Policy Branch, PM-
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash
ington, DC 20460; and to the Office of Information and Regulatory 
Affairs, Office of Management and Budget, Washington, DC 20503. 

Instructions 
General 

This form is to be used for all applications for new and amended regis
trations for pesticide products. 

In order to process an application for new registration submitted on 
this form, the following material must accompany the application: 

1. Offer to Pay Statement (EPA Form 8510-Zl, -28, -29). (If 
not exempted by 40 CPR 162.9-l(b).) 

2. Confidential Stateme,nt of Formula (EPA Form 857Q-4). 

3. FIVC copies of draft labeling. 

4. Three copies of any data submitted. 

Submission or Labeling - Labeling should first be submitted in the 
form of draft labels with all applications for new registration. Such 
draft labels may be in the form of typed label text on 8 1(2 x 11 inch 
paper or as a mockup of the proposed label If prepared as a mockup 
it shoµld be constructed in such a way as to facilitate storage in an 8 
1(2 x 11 inch file. Mockup labels significantly smaller than 8 1f2 x 11 
inches should be mounted on 8 1f2 x 11 inch paper for submission. 

Submission or Data - Data submitted in support of this application 
must be submitted in accordance with PR Notice 86-5. 

Specific 
Please read the instructions listed below before completing this appli
cation. First determine the type of registration action, listed in Block 
A , for which you are submitting this application. For applications 
submitted in connection with New Registration actions, Section I, III, 
and IV must be completed by the applicant. For applications submit
ted in connection with amended registration actions, Section I, II, and 
IV must be completed by the applicant. 

Block A - Check the appropriate action for which you are submitting 
this form. 

Section I - This Section must be completed for both Registration and 
Amended Registration actions. 

1. Comllilny /Product Number - Insert your company number, if 
one~ been assigned. This number may have been assigned 
to you as a basic registrant, a distributor, or as an establish
m'911\!ff9~plication is for an amendment, insert the registra
tidh nu1tfber of th~ T>t<1dtJl:t. 

2 Date ~Fill in the ,;propri:ite date. 
• • 

3. PrM.fct Manager:. 'lt'(lf<l.mi, fill in the name and number of 
th~ Pr~ft Man8!'f ~· • 
•• 4. Pooposed Classificatioa .. .Specify the proposed classification 

for tllis product. : : 
••••• 5. Nani.~ anit Address or Applicant • The name of the ftrm or 

pe~:..i~ address shown in your application is the person or 
fifll\ to wbPm registration will be issued. If you are acting in 
beM1lftJr ~nother party, you must submit authorization from 
that party to act for them in registration matters. 

EPA Form 8570-1(Rev.9-88) 

An applicant not residing in the United States must have an 
authorized agent residing in the United States to act for them 
in all registration matters. The name and complete mailing 
address of such an agent must accompany this application. 

6. Product Name - Enter the complete product name of this pes
ticide as it will appear on the label. The name must be specific 
to this product only. Duplication of names is not permitted 
among products of the same company. Do not include any 
brand name or company line designations. 

Amendment Information 

Section II - This Section must be completed for all applications sub
mitted in connection with Amended Registration. 

1. Subject or Amendment • Check the appropriate block, and 
provide a brief explanation of the purpose(s) for the amend
ment, such as: "the addition of a site, pest, or crop"; "to 
change inert ingredient"; "general label revisions of precau
tionary statements," etc. 

Packaging and Container Information 

Section Ill - This Section must be completed for all applications sub
mitted in connect.ion with New Registration. 

1. Type or Packaging- Check the appropriate block if your prod
uct will be packaged in the indicated packaging types. Indi
cate the size of the individual packets and number per retail 
container. 

2 Type or Retail Container - Indicate type of container in which 
product will be marketed. 

3. Location or Net Contents - Specify the net contents of ail retail 
containers for your product. 

4. Size(s) or Retail Container • Specify the net contents of all 
retail containers for your product. 

5. Location of Use Directions - Indicate the location of the use 
directions for your product. 

6. Manner in which label is amxed to product • Indicate the 
method product labeling is attached to retail container. 

Contact Point 

Section IV - This Section must be completed for all Registration and 
Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 

,. 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

June 14, 1991 

Mr. Robert Forest (IM-14) 
Antimicrobial Program Brandl 
Registration Division (H7505C) 
u. s. Envirornnental Protection Agercy 
Crystal Mall, Buil~ #2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: d-<X>N® Ready Mixed Generation II 
EPA Reg. No. 3282-81 
Alternate SUpplier Notification 

Dear Mr. Forest: 

'!his is to notify you that the d-<nN Company is ad~ an additional approved 
supplier for the  

 for our d-<X>N Ready Mixed Generation II - EPA Reg. No. 
3282-81. 'Ihe identity of this supplier is: 

   
 

Enclosed please find completed EPA Forms 8570-1 (Application for Pesticide) OPP 
Identifier No. 149966 arrl 8570-4 (Confidential Statement of Formula) indicating 
the addition of this alternate source. Kindly note these changes accordingly in 

~ our file. 

'Ibank you for your prorrpt attention to this matter. 

RJK:vv 
attachment 

manufacturer of pesticides, energine and other household products. 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• ••• • 
•••• • • • •• • 

• 
• • •••••• • 
••• • • • •• 

• 
• •• • • • •••• 

Subsidiary of Sterling Drug Inc 
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If you have rrt ue tions, pleas contac St v Pa 
557-4408. 

Since ly your , 

rilyn autz 

t r at (703) 

c tJ. ng Pr UC t M lld.9 r ( 1 ) 
In ecLicid - odenticid Branch 
Re91 c ation Division (H7505C) 
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DP BARCODE: D15538~ 

CASE: Of:7 444 
SUBMISSION: S3B1512 

DATA PAC~AG~ R~CORD 

BEAN ::>HEET 

* * * LASE/SUBMISSION INFOR~A~Io~ * * * 

DAT1::.: U9/c_ 7 /90 
Paoe l C•f 

CASE TYPE: REGISTRATIO~ 

CHEMICAL: 112701 Brodifacoum 
ACTIO~: TECHNICA~ - LABEL REVISIO AME D~ N" -

ID#: 003282-00081 D-CON READY ~IXED GENE ATIO~ !I 
CO~PANY: 003282 D-CON co~~ANY I ·c 
PRODUCT MANAGER: 16 WILLIA1 MI._._E.R 
PM TEA~ REVIEWER: STEPHEN PA~~ATEE 

70.3-557-2€:.00 
70,·.-557- 4408 

RECEIVED DATE: 08/29/90 DUE OUT DATE: 11/27/90 

e * ·IE- * DATA PACKAGE I NFORrrlP~- .. Q:" * * -IE· 

DP BARCDD~: 15538~ EXPEDITE: 
DP TYPE: 001 Subm1ss1on Rela~ed 
ADM! DUE DATE: 10/22/90 

ASSIGNED TO DATE IN 
DIV : RD I I 
BRAN: I RB I I 
SECT: PMT-16 I I 

DA·~ SENT: U~/U7/9U 
Da;:;a Pac~.are 

CSF: N 
ASSIGI ED TO 

r-<t:.V.~ : SPAL1YIA ft:: 
COl\;l'"R: 

R(jQ,Y : L.YJ:ffi~ 2 .:!. 1 
ROo~·i: CIY :R:..::: ..::'.5!:5 

L>H !::. :-<t.. - • 

~ABt:.L: 1'< 
DR7E I 

I I 
/ / 

I I 

* * * DATA PACKAGE REVIEW l~STRUCTIONS * * * 

review eff:cacy data mr10 415037 

THERE ARE , 0 ADDITIONA_ DATA PACKAGE ~ECORDS 
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Record Number(s) 

S381612 
D155382 

3282-81 
-FILE OR REG. NO. 

-E"'l'ITICN OR E:<P. PERMI'!' NO. 

IRB BRANCH REVIEW - TSS 

r:::-. 9/7 /90 Cv'T 10/15/90 

EFFICJC'i 

CATE DIV. RECEIVID 8/29/90 
~~.;___~~~~~~~~...;...__~~~~ 

8/27/90 

DATE SUE.MISSICN AC:Zf'l~ 9/7 /90 

TiPE PRCCGcrs (S) : r, D, H, F, N, R"'f =s 

DATA AO:E.SSICN NO(S). 416037-01 

PPOXJCT t13R. NO. 16 
~~~~~~~~~~~~~~~~--

p occccr NAME (S) D-CON READY -MIXED GENERATION Ir 

~.:cMPJ>.~l::' ~~'<£ The d-Con Company, Inc. 

SJ2.MISS :i:aI PlJR.-=cs:; 
support rat claims 

OiDUCAL & FOR!-LV.TICN 
0.005% Brodifacoum dry bait 

.... 

202



Efficacy Review: 
(wp) 

200.0 INTRODUCTION 

200.1 Uses 

d-CON READY MIXED GENERATION II, 3282-81 
The d-Con Company, Inc. 
Montvale, NJ 07645 

A 0.005% Brodifacoum dry bait conditionally registered to 
control Norway rats, roof rats, and house mice "in 
and around homes, industrial, commercial, agricultural and 
public buildings." 

200.2 Background Information 

See efficacy reviews of reviews of 1/18/89, 5/14/90·, and 
7/16/90, along with other information in product jacket, 
which was not available for this review. Among the 
"conditions" placed upon this registra.tion were the 
requirements that efficacy data be supplied to support rat 
and mouse claims. The registrant was given until 11/1/89 
(9 months from 2/1/89) to supply efficacy data for these 
products. Prior efficacy reviews discuss past attempts to 
fulfill these data requirements for 3282-81. Prior 
efficacy tests have suggested that this product is not 
consistently accepted well by Norway rats. 

In the efficacy review of 7/16/90, I concluded that the 
registrant should be given the option to reformulate the 
product to a formulation more acceptable to rats or to drop 
the rat claim from the label. As I do not have access to 
the product jacket, I do not know whether the PM Team, in 
its letter following receipt of the efficacy review of 
7/16/90, gave d-Con the additional option of running a new 
study with the current formulation. 

The current submission consists of new rat efficacy data 
from a study run in July of 1990 by MB Research 
Laboratories, Inc. of Spinnerstown, PA. The report, 
submitted 8/27/90, was assigned MRID number 416037-01. 

201.0 DATA SUMMARY 

The efficacy studies were run under the direction of Mr. 
Daniel R. Cerven. Tests were said to have followed EPA's 
Protocol 1.203. Test phase durations were modified to 
include 3 days of bait exposure and 10 days of post
exposure observation. These modifications of the usual 15 
days of exposure and 5 days of observation often are 
adopted for Brodifacoum baits so that the claim "Kills rats 
and mice in one feeding" may be made. Rats were caged 
individually for the trials. 

. ·;. 
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Table 1. Rat laboratory efficacy data ford-CON READY MIXED GENERATION II. 

TEST # SUBJ. # SEX BAI'f EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

MB 90-9974 1 M 48.3 19.8 7fiJ..9% 1 5 
2 M 10.3 53.3 16.2% 1 5 
3 M 43.6 23.8 64.7% 1 6 
4 M 2.9 63.9 4.3% l 4 
5 M 13.1 -48.2 21.4% 1 ,-

::> 

6 M 10.4 46.5 18.3% 1 7 

7 M 45.0 2.7 94.3% 1 6 
8 M 11.1 31.3 26.2% 1 6 
9 M 2.3 52.8 4.2% 1 5 

10 M 10.4 35.9 22.5% 1 5 

e Males 10 M 197.4 378.2 34.3% 10'0% 4-7 
Mean 34. 3% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

MB 90-9974 11 F 1.3 38.0 3.3% 1 6 
12 F 15.8 20.3 43.8% 1 11 
13 F 35.1 29.8 54.1% 1 8 
14 F 17.5 44.9 28. 0% . 1 8 
15 F 29.6 29.3 50.3% 1 7 
16 F 35.1 14.2 71. 2% 1 7 
17 F 18.7 37.4 33.3% 1 9 
18 F 32.4 30.3 51. 7% 1 7 
19 F 24.4 31. 0 44.0% 1 7 
20 F 41.4 10. 3 80.1% 1 6 

e Females 10 F 251.3 285.5 46.8% 100. 0% 6-11 
Mean 46. 0% 

Both 20 B 448.7 663.7 40.3% 100. 0% 4-11 
Mean 40.1% 

. ; 
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Table 1. (Continued) 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

MB 90-9975 1 M 18.0 27.0 40.0% 1 8 
2 M 19.l 37.6 33.7% 1 6 
3 M 8.7 45.5 16.1% 1 6 
4 M 29.7 38.0 43. 9% 1 7 
5 M 70.6 0.0 100.0% 1 8 
6 M 27.9 38.5 42.0% 1 6 
7 M 18.2 47.6 27.7% 1 6 
8 M 19.5 32.9 37.2% 1 6 
9 M 32.l 36.6 46.7% 1 5 

10 M 22.5 39.2 36.5% 1 4 

e Males 10 M 266.3 342.9 43.7% 100% 4-8 
Mean 42.4% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

MB 90-9975 11 F 36.7 32.0 53.4% 1 6 
12 F 21.4 28.9 42.5% 1 7 
13 F 32.1 22.8 58.5% 1 5 
14 F 48.6 21.2 69.6% 1 11 
15 F 31.8 30.9 50.7% 1 11 
16 F 32.l 17.4 64.8% 1 7 
17 F 21. 9 38.4 36.3% 1 5 
18 F 21.3 39.7 34.9% 1 7 
19 F 17.0 36.3 31.9% 1 9 
20 F 9.4 47.3 16.6% 1 8 

e Females 10 F 272. 3 314.9 46.4% 100.0% 5-11 
Mean 45. 9% 

Both 20 B 538.6 657.8 45. 0% 100. 0% 4-11 
Mean 44. 2% .. , 
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Subjects for the tests were Wistar strain albino Norway 
rats from Ace Animals. Results of the laboratory efficacy 
trials reported are summarized in Table 1. The studies · 
appear to have been conducted appropriately, or at least 
consistently with the dictates of Protocol 1.203. 

Bait acceptance scores for both replicates exceeded the 33% 
criterion, but there were 9 animals in test MB 90-9974 that 
accepted bait at less than 30% of total intake (3 of these 
accepted bait at less than St) • As there were several 
animals that also showed very high acceptance scores, it is 
possible that something about the set-up of the test cages 
caused the animals to stay with one food or the other. As 
the bait exposure period was for only three days and as 
bait was offered on the "right" to all subjects on days 1 
and 3 and on the "left" only on day 2, position biases 
could have affected the overall acceptance scores. As rats 
tend to be "right-biased," the set-up could have enhanced 
the bait acceptance if the "right" position referred to the 
subject's right rather than the technician's. 

The individual animals' bait acceptance scores were much 
better "behaved" in test MB 90-9975. Only 3 of 20 scores 
were below 30% and only 1 of 20 was above 70% (a 100% 
score) . 

The data from the two studies seem to be adequate to 
accept, but I do not know what formulation actually was 
tested. The study report identifies the test material by 
the appropriate product name, but their is no report of its 
composition and no chemical analysis report for the test 
bait included with the efficacy study. 

Prior test results indicated that the crumbled-pellet 
formulation of 3282-81 was accepted adequately by mice but 
not by rats. If a different laboratory or the mixing of a 
new bait batch were the only changes between this test and 
the previous one, the increase in bait acceptance from one 
score of 18% and another of 28% in two prior tests to .• 
scores of 40% and 45% in the new rat tests with 3282-81 
would be a bit hard to believe. In view of the poor 
acceptance by a number of subjects in the new tests, it is 
likely that this type of bait does not appeal to all rats. 

202.0 CONCLUSIONS 

The laboratory efficacy data submitted for 3282-81 indicate 
that this bait was accepted well enough by Norway rats to 
meet the acceptance criterion .for anticoagulant baits and, 
therefore, to warrant continuation of rat claims on the 
label. However, consumption data for individual rats show 
that seven of the 40 animals used in the rat tests with 
this bait accepted in at less than 20%. This means that a 
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substantial proportion of subjects showed better than a 4:1 
preference for challenge diet over the 3282-81 bait. 
Therefore, it is likely that this bait will not be accepted 
well by all Norway rats in all actual use situations. 

These efficacy data cannot be accepted, however, unless you 
provide a chemical analysis for active ingredient content 
of the test ration. You also must identify the process 
used to prepare the test bait and indicate the intended 
proportion of each ingredient in the test bait. 

We note that all test subjects received bait in the "right-" 
position for two of the three bait exposure days. For 
tests of such short duration, half of the :subjects of each 
sex should receive bait initially on the rig·ht, while the 
other half receive challenge diet on the right and bait on 
the left on day 1. This type of design would be mo·re 
likely than that employed by MB Research Laboratories, 
Inc., to neutralize the effects of position biases. 

(NOTE TO PM: If this bait has been reformulated, d-Con must 
submit new mouse tests. If the bait has not been 
reformulated, we should retain a healthy 
skepticism regarding the results reported in this 
test.] 

William w. Jacobs 
Principal Specialist: Rodenticides 
Insecticide-Rodenticide Branch 
October 15, 1990 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Mr. Paul J. Krug r 
The d-CON Comp ny 
225 Summit Av nu 
Montvale, NJ 07645 

De r Mr. Kruger: 

Subject : d-CO Ready Mixed Generation II 
EPA Registr tion No. 3282-81 
Your Letter Oat d August 27 , 1990 

We not in th subject l tt r th t you tat the following : 

enclos d are thr e copi s of the followin rat 
(Norway) efficacy data (bait ace ptability) 
tudy: 

1. Standard Rat Antico 9ulant Dry Bait 
Laboratory Teat M thod. 

This dat was not enclosed. P rhaps it was enclo ed with yet another 
copy of this letter . When you make a submission please a nd the submis
ion to me and do not s nd eight copi a to the r view r as it greatly 

confuse th data scr n personnel and slows down processing of th 
submi ion. 

Sincerely yours, 

~ 
William H. Miller 
Product Manager (16) 
In ecticide-Rodenticide Branch 
Registr tion Division (H7505C) 

61837:I:A-5:Palmateer:LM-9 :KENC0:09/21/90:11/19/90:de:ejh 

p 

::::~. ~ . .. ... I·. . .. . I··· ..... [ -c~·~"·~-~-·r ...... ·j·· ... ··I ..... ·[· ..... . 
DATE ~ •.....••••• .• •.•.•• • • . •.••. • .•••••• •• •• ·• .• ••••... .. •...••.••••. 0 ••• • ••••••••••• • •· . .. . .................. • •••• ••••••••••••••••••• • ••••••••••• • • 

EPA Form 1320-1 (12-70) OFFICIAL FILE COPY 

• U.S. GRJ ' 1985-467-853 
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. --·- ' . 
The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

August 27, 1990 

Mr. William Miller (IM-16) 
Insecticide-Rcdenticide Branch 
Registration Division {lf7505C) 
u. s. Envirornnental Protection Agen::y 
Crystal Mall, Building #2, Room 211 
1921 Jefferson Davis Highway 
Arlington VA 22202 

RE: d-OON READY MIXED GENERATION II 
EPA REGISTRATION H>. 3282-81 
EFFI~ MTA INFORMATION 

Dear Mr. Miller: 

As indicated in my July 31 letter relative to the above mentioned 
product, enclosed are three copies of the followi.n:J rat (No:rway) 
efficacy data (bait acceptability) study: 

1. Starrlard Rat Anticoagulant Dry Bait laboratory Test Methcx:l. 

Please note that the results demonstrate a bait composite acceptance 
in excess of 42% with a resultant mortality of 100%. 'Ihese data 
should satisfy the requirements for the rat control claims on the 
label. 

s :inr.P..rel y t 

/} (),/ 
1i/(l;c~ . 
Paul/JI ~9'r 
Manaq~, Technical Coordination 

RJIY'nnnh 
Enclosure 

pk/memoaug./5 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• ••• • 
• •• • • • •• • 

• 
•• • • • • • •• 
• • • • • • •••• 

• 
• •• • • • •••• 
•••• • • •••• 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

August 28, 1990 

Mr. William Miller (!M-16) 
Insecticide-Rodenticide Branch 
Registration Division (lf7505C) 
U. S. Environmental Protection k:Jer"Cf 
crystal Mall, Building #2, Room 211 
1921 Jefferson Davis Highway 
Arlirgton VA 22202 

RE: EFFIOCY DATA GENERATED R>R: 
~ M:>USE KILLIN; S'lM'ION 
EPA REG. ID. 3282-79 

Dear Mr. Miller: 

In compliance with the conditional registration of the above d~ 
rodenticide, enclosed are three copies of the follCMing efficacy 
re_EX>rt: 

1. House Mouse Prebai ted Bait station laboratory Test 
d~ Mouse Killing Station (EPA Reg. No. 3282-79) 

Thank you for you cooperation. 

Sincerely, 

/.). I (.ULif' .VL, 
j r:>J; Y,'.C1. . 
Paul jJ;. Krug 
Manager, 'cal Coordination 

RJK/mmh 
Enclosure 

•••••• • • • • • • • 
•••••• • • 

f • 

•• 
••••• • • • • •••• 

• ••• • 
•• • • • • •• • 

• 
•• • • • • • •• 
• •• • • • •••• 

• 
• •• • • • •••• 

5••• 
• • •••• 

pk/memoaug./6 .d·COI~ 
· -manufacturer ·of pesticides. energine-and other1'lousehotd· products. · Subsidiary o1 Sterling !)rug Inc 
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Mr. Paul J . ~ruger 

The d-Con CO!llpany 
225 Summit Avenue 
lontvale , J 07645 

Dear Mr . r er : 

Subject : d - Con Ready ix d Gen r tion II 
EPA Registration No . 3202- 1 
Your Letter Dated July 31 , 19 o 

e are in r cei t of th ubject letter and note that you intend to 
submit repeat Norway rat efficacy data ithin 7 to 14 day~ . Be sure to 
subnlit in the format outlined in PR Notice 86-5 . 

If you have anv q stion , lea 
557- 4408 . 

contact Steve Pal ateer at (703) 

Si;z, 
William R. ill r 
Produc Manaaer (16) 
Insec icide- R ~enticid r _c 
Registration Divi ion {H7 C) 

618 18 : I : Palmateer :1 6-1: KENC0 : 8/1 6/90 :1 0 /1 6/90 : EK : VO : CL 

.VMBOL ~·· •••••••••••.••• , •• . ••••.••••• • J · .............. t .. C~M~U~R ·~r· ............. ] ................ · / · ........ • ..... ·t ........... • .... . 
SURNAME 

.................. ················· ······· ··········· .................................. ······················································· 
DATE 

EPA Form 1320·1 (12-70) OFFICIAL FILE COPY 211



The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

July 31, 1990 

Mr. William Miller (IM-16) 
Insecticide-Rodenticide Branch 
Registration Division ('IS-767C) 
U. S. Enviro:rnrental Protection Agercy 
Crystal Mall, Build.in3' #2 , Room 211 
1921 Jefferson Davis Highway 
Arlington VA 22202 

SUbject: d-COn Ready Mixed Generation II 
EPA Registration No. 3282-81 
Efficacy Data Infonnation 

Dear Mr. Miller: 

'Ihank you for your letter of July 26 in which you irrlicated that your 
overall assessrrent of the prcxiuct perf onnance of d-COn Ready Mixed 
Generation II was essentially unchanged based on the test laboratory's 
surnrnary tables an:i the raw data sheets recently forwarded to you. 

In your letter you also asked me to contact you within 15 days of 
receipt, advising as to how we were going to resolve the rat efficacy 
data (bait acceptability) problem. 

As discussed with Mr. Steve Palmateer, I'm infonning the Agercy that we 
have successfully con:lucted a rat (Norway) bait acceptance efficacy 
study. '!he test results demonstrate a bait acceptance in excess of 40% 
with a resultant 100% m:>rtality. 'Ihis study has just been concluded with 
a final report anticipated in the next 7-14 days. Once this report is 
received, three copies will be promptly forwarded to your attention. 
'Ihis should satisfy the requirements in order to continue the rat claims 
on the label. 

Your cooperation is appreciated. Should you have any questioM;: • 
• • • please contact me at 201/573-5329. • • 

cc: Mr. Steve Palmateer 

RJK:mjz 
dcrm.doc 

•••••• • • ' . •• 
•••• • • • • •• 

• • I 

• • • •• • 
• 
• ••• • 

• • •••••• • 
• 

• •• • 
.... . . . 
••• • . ,, 
••• • 

manufacturer of pestic ides. energine and other household products. Subsidiary of Sterling Drug Inc 212



•r . Paul J . Y.ruqpr 
T e 0'111 Company , Ir.c . 
225 ~ummit Avenue 
~ontvale , JJ 07645 

Dear r . K.ruq r : 

Subj ct : d - C'O 
.P 

Your 

Heady Mixed ('.e ration JI 
Regi tration lo . 32 2- 81 

ubmi sion ~ June 13 , 1990 

ft--
/( 

The labora t ry fflcacv d ta ( ID ~. 4130 2 ) for 

6 JUL 1990 

k> . 3282- 81 indicate hat is bai i ay 
rats to at.·rant continuation of rat claimi:; on th Con ump .ion 
data for i.pd"vidual rat show th over half of the 40 t1nimal used in 
the rat te ts with t is bait acce p ed in a lPC h n 20 ercent . Thi~ 
means that the 1 ajoritv of the uhject~ howed 1 tter ~h n a 4:1 reference 
for ch llenge di t over th .PA negistr~tion o . 3282- 81 bait . ThereforP , 
it i not lik .ly that lo acceptanc score~ ob aine~ in t e two teste 
with this bait wer fluke results . 

To continue- registration of ls product you ~u eith r de et 
't'orway rat and roof ra c ai s fro the roouct lal1 l , or amend the 
for ulation to o e that is ·ell accepte~ hy ( an l t al to) orwav r ts 
and hou e mie@ . ~he e fectivene~s of the n w or111ulario~ wou d have to 
be documented throuqh ne labor ory eff·c cy tudies . 

We noted several instances 1n rich ent.rie in the to t ahor torv ' 
summary tabl did not corre ond to t'1P valuJ t at we obtad.n d when e 
worked directly froo raw data sheet: • Ho~e er , a ter ppro ~riate 
correction~ -ere m de , our ov ral assess Pnt of the roduct r f or ance 
was ee entially unchanged . 

61801:I: Pa lma t eer :M-11: KENC0:7/24/90: 8 /20/90·EK·JH· EK 

'VMBOC ~- • • •••• , ••• • ••• j··· .. ···[ ~~~~u·~·~r· · ····· j · . ···· J · .. · · t· .... 
SURNAME 

····· ···· ·· ··· ··· · ., ... ............ ····· ········· ··· ·· ····· ·· ··· ···· ··· .. ............ ... ·· ·············· ···· ······ ················· ············ 
D AT E 
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Please inform the Agenc within 15 davs of receipt of this letter 
how you are aoin o r~solve the rat effic&cy data proble . • You ar"" 
reminded that a condition of this reqistra 'on was the follo inq : 

b . ith 9 months of ttie date on this egi!'l rat'on 
?7otice , s ·it the results of a efficacy st 
conducted both on rat and mice . The test 
results r,1ust demonstrate 90 percent or better 
mortality and 33 percent or better accen ance 
in both rats and mice . 

If you have any questions , please con act StPve Palmi'iteer at ( 703) 
557 - 4408 . 

Sincer~ 

William H • . till er 
Product Hanaqer ( 16 ) 
Insecticide-~odenticide Franch 
negistrat ' on Division (H7505C) 

' . . 
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---:_--::=:::::::::::::=="- ========-- . i 
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I 
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The d-Con Company, Inc . 

~1ISSICN PURPOSE complete efficacy data submission 
~.-

0.005% Brodifacoum dry bait s 

I I 

I 
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Efficacy Review~ 

(wp) 

d-CON PELLETS GENERATION II, 3282-66 
d-CON READY MIXED GENERATION II, 3282-81 
The d-Con Company, Inc. 
Montvale, NJ 07645 

200.0 INTRODUCTION 

200.1 Uses 

0.005% Brodifacoum dry baits conditionally registered to 
control Norway rats, roof rats, and house mice "in 
and around homes, industrial, commercial, agricultural and 
public buildings. 

200.2 Background Information 

See efficacy review of 12/29/88 for 3282-66, efficacy 
review of 1/18/89 for 3282-81, efficacy review of 5/14/90 
for both products, and other information in product 
jackets. Among the "conditions" placed upon these 
registrations were requirements that efficacy data be 
supplied to support rat and mouse claims. The registrant 
was given until 11/1/89 (9 months from 2/1/89) to supply 
efficacy data for these products. Incomplete reports of 
laboratory efficacy studies were discussed in the efficacy 
review of 5/14/90. 

The current submissions consist of raw data sheets and 
certain intermediate summary tables for the studies 
discussed in the efficacy review of 5/14/90. The report 
submitted 11/17/89 were assigned MRID numbers 413006-01 
(for 3282-66) and 413082-01. The additional tables and raw 
data sheets for 3282-66 were assigned MRID no. 415246-01. 
Those for 3282-81 were assigned MRID no. 415247-01. 

201.0 DATA SUMMARY 

The efficacy studies were run at the College of Veterinary 
Medicine of Mississippi State University under the 
direction of Dr. James G. Miller, a long-time d-Con 
consultant. Tests were said to have followed EPA's 
Protocols 1.203 and 1.204. Test phase durations were 
modified to include 3 days of bait exposure and 10 days of 
post-exposure observation. These modifications of the 
usual 15 days of exposure and 5 days of observation often 
are adopted for Brodifacoum baits so that the claim "Kills 
rats and mice in one feeding" may be made. Mice were group
caged for the trials with 3282-66, but were caged 
individually for the trials with 3282-81. For the mouse 
trials with 3282-66, mice were housed in groups of ten 
animals (5 females, 5 males) in metal cages that were much 
larger than the upper limit specified in Protocol 1.204. I 
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do not find the cage size used to be unacceptable, however, 
as I believe larger cages to be an improvement on the 
limits set in Protocol 1.204. 

Subjects for the rat tests were CD strain albino Norway 
rats from Charles River Laboratories and Swiss-Webster 
strain house mice. 

Table A. Results of laboratory efficacy trials with d-Con 
Brodifacoum baits 3282-66 and 3282-81. 

Product Test 

3282-66 Rats #1 
Rats #2 

Mice #1 
Mice #2 

3282-81 Rats #1 
Rats #2 

Mice #1 
Mice #2 

% Acceptance % Mortality 

34.6% 100% 
42.1% 100% 

33.6% 95% 
25.7% 100% 

28.1% 95% 
18.1% 90% 

41. 4% 100% 
41.1% 95% 

Days to Death 

3-6 
3-6 

2-12 
3-8 

3-13? 
4-11 

3-8 
4-8 

Results of all trials are summarized above in Table A. 
More detailed results are presented in Tables 1-4 at the 
end of this review. Tables 1-4 were generated from the 
"raw" data sheets by use of a Lotus spreadsheet set-up that 
I have developed for handling data from laboratory efficacy 
tests of commensal rodenticide baits. As can be seen from 
comparing Table A above with Table 1 from the efficacy 
review of 5/14/90, several summary numbers have changed 
somewhat (cf. "% Acceptance" data} as a result of 
regenerating the values from entries in the raw data 
sheets. The raw data sheets for bait consumption presented 
single values which, inspection indicated, were too large 
to be daily consumption results. I determined, however, 
that subtracting the numbers presented from 50 g and 
summing results for the diet across bait exposure days 
yielded the consumption figures presented in Dr. Miller's 
"TABULATION" tables for individual subjects (except for the 
few instances where there seemed to be mistakes in the 
"TABULATION TABLE"}. I surmised that containers were 
replenished daily so that they each held 50 g of food at 
the start of each test day. Such a procedure is consistent 
with the methods prescribed in Protocol 1.203. 

There were additional discrepancies in results between the 
"TABULATION" tables and Dr. Millers "Rodenticidal and 
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Organoleptic Assay" tables. The latter tables may have 
been generated independently from the "TABULATION" tables. 

The test results indicate that the pelleted bait (3282-66) 
was accepted reasonably well by rats (particularly females) 
but not as well by mice and that the crumbled pellets 
(3282-81) were accepted adequately by mice but not by rats. 
Bait acceptance was below the criterion of 33% in both rat 
tests with 3282-81. In test M9204 (see Table 3), challenge 
diet was preferred to bait by a ratio of better than 4:1. 
It appears that the bait preparation in that product is not 
very attractive to Norway rats. Three survivors (among 40 
rats exposed to 3282-81) is a relatively high proportion 
for a Brodifacoum laboratory test. Bait acceptance scores 
for these survivors were below the mean acceptances for all 
rats in these tests (see Table 3). 

The data received for 3282-66 are adequate to support the 
label claims for that product. The data received for 3282-
81 are adequate to support claims for control of house 
mice. If d-Con wishes to retain Norway rat and roof rat 
claims for that product, the company must reformulate the 
bait and show that the new preparation will pass acceptance 
(33%) and mortality (90%) criteria for rats and mice. 

202.0 CONCLUSIONS 

Comments for 3282-66 

The data received for 3282-66 are adequate to support 
claims that this product will control commensal rats and 
mice, although bait acceptance by mice was below criterion 
in one test. No further efficacy data are required for 
this product at this time. 

We noted several instances in which entries in the test 
laboratory's summary tables did not correspond to the 
values that we obtained when we worked directly from raw 
data sheets. However, after appropriate corrections were 
made, our overall assessment of product performance was 
essentially unchanged. 

Comments for 3282-81 

The laboratory efficacy data for 3282-81 indicate that this 
bait is not accepted well enough by Norway rats to warrant 
continuation of rat claims on the label. Consumption data 
for individual rats show that over half of the 40 animals 
used in the rat tests with this bait accepted in at less 
than 20%. This means that the majority of subjects showed 
better that a 4:1 preference for challenge diet over the 
3282-81 bait. Therefore, it not likely that the low 
acceptance scores obtained in the two tests with this bait 
were fluke results. 
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To continue registration of this product you must either 
delete Norway rat and roof rat claims from the product 
label, or amend the formulation to one that is well 
accepted by (and lethal to) Norway rats and house mice. 
The effectiveness of the new formulation would have to be 
documented through new laboratory efficacy studies. 

We noted several instances in which entries in the test 
laboratory's summary tables did not correspond to the 
values that we obtained when we worked directly from raw 
data sheets. However, after appropriate corrections were 
made, our overall assessment of product performance was 
essentially unchanged. 

William W. Jacobs 
Principal Specialist: Rodenticides 
Insecticide-Rodenticide Branch 
July 16, 1990 
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Table 1. Rat laboratory efficacy data for d-Con Pellets Generation II (3282-66). 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEA'I'H 
EATEN EATEN DAY 

M9210 1 M 37.3 27.0 58. 0% 1 5 
2 M 19.9 40.2 33.1% l 5 
3 M 9.9 56.0 15. 0% 1 4 
4 M 5.6 66.6 7.8% l 4 
5 M 24.1 52.2 31. 6% 1 5 
6 M 8.6 65.4 11.6% 1 5 
7 M 23.4 57.2 29.0% 1 4 
8 M 25.5 42.0 37.8% 1 6 
9 M 13.2 54.9 19.4% 1 4 

10 M 14.7 63.0 18.9% 1 4 

Males 10 M 182.2 524.5 25.8% 100% 4-6 
Mean 26.2% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9210 1 F 21. 5 18.5 53.8% 1 4 
2 F 55.9 24.7 69.4% 1 6 
3 F 36.4 26.l 58.2% 1 4 

4 F 36.6 28.6 56.1% 1 4 

5 F 15.7 42.4 27.0% 1 4 
6 F 8.0 69.9 10.3% 1 4 
7 F 19.2 36.l 34.7% l 4 
8 F 25.4 42.2 37.6% 1 5 
9 F 40.7 21. 3 65.6% 1 3 

10 F 25.8 49.8 34.1% 1 5 

Females 10 F 285.2 359.6 44.2% 100.0% 3-6 
Mean 44.7% 

Both 20 B 467.4 884.1 34.6% 100.0% 3-6 
Mean 35.5% 

l 
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Table 1. (Continued) 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EA'I'EN EA'I'EN DAY 

M9211 1 M 21. 2 52.4 28.8% 1 5 
2 M 16.7 60.0 21. 8% 1 5 
3 M 30.8 43.6 41. 4% 1 4 
4 M 5.8 68.8 7.8% 1 4 
5 M 32.2 42.7 4 3. 0% 1 5 
6 M 34.5 36.7 48.5% 1 5 
7 M 23.8 45.3 34.4% 1 4 
8 M 37.2 32.4 53.4% 1 6 
9 M 18.l 45.6 28.4% 1 4 

10 M 50.4 20.2 71.4% 1 4 

Males 10 M 270.7 447.7 37.7% 100% 4-6 
Mean 37.9% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9211 1 F 47.1 9. 3 8 3. 5% 1 4 
2 F 20.4 41. 3 33.1% 1 6 
3 F 26.8 26.1 50.7% 1 4 
4 F 9.6 51. 0 15.8% 1 4 
5 F 44.7 30.9 59.1% 1 4 
6 F 23.4 40.7 36.5% 1 4 
7 F 12.2 51. 2 19.2% 1 4 
8 F 26.9 44.3 37.8% 1 5 
9 F 26.8 20.0 57.3% 1 3 

10 F 53.0 8.6 86.0% 1 5 

Females 10 F 290.9 323.4 47.4% 100.0% 3-6 
Mean 47.9% 

Both 20 B 561. 6 771.1 42.1% 100.0% 3-6 
Mean 42.9% 

\ 
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Table 2. Mouse laboratory efficacy data for do...Con Pellets Generation II 
(3282-66). 

TEST # BOWL SEXES BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
PAIR EATEN EATEN DAY 

M9208 1 5 M 15.0 53.0 22.1% 4 3-12 
Group 1 2 5 F 15.4 54.7 22.0% 5 4-6 

Group 1 BOTH BOTH 30.4 107.7 2 2. 0% 90% 3-12 
Mean 22.0% 

M9208 1 5 M 31. 9 34.4 48.1% 5 3-5 
Group 2 2 5 F 28.1 36.9 43.2% 5 2-6 

Group 2 BOTH BOTH 60.0 71. 3 45.7% 100% 2-6 
Mean 45. 7% 

M9208 ALL BOTH 90.4 179.0 33.6% 95% 2-12 
Mean 33.8% 

M9209 1 5 M 24.4 49.6 33.0% 5 3-7 
Group 1 2 5 F 18.8 53.2 26. 1% 5 3-5 

Group 1 BOTH BOTH 43.2 102.8 29.6% 100% 3-7 
Mean 29.5% 

M9209 1 5 M 15.6 61. 7 20.2% 5 3-6 
Group 2 2 5 F 18.5 59.0 23.9% 5 5-8 

Group 2 BOTH BOTH 34.1 120.7 22. 0% 100% 3-8 
Mean 22.0% 

M9209 ALL BOTH 77.3 223.5 25.7% 100% 3-8 
Mean 25.8% 
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Table 3. Rat laboratory efficacy data for d-Con Ready Mixed Generation II 
(3282-81). 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9201 1 M 11. 6 53.8 17.7% 1 5 
2 M 4.7 54.3 8.0% 1 4 
3 M 8.4 56.9 12.9% 1 5 
4 M 9.4 60.6 13.4% 0 
5 M 10.6 58.7 15.3% 1 8 
6 M 34.0 26.8 55.9% 1 3 
7 M 11. 9 47.3 20.1% 1 4 
8 M 10.6 51. 0 17.2% 1 8 
9 M 32.0 23.8 57.3% 1 4 

10 M 19.l 40.8 31. 9% 1 4 

Males 10 M 152.3 474.0 24.3% 90% 3-8 
Mean 25.0% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9201 1 F 10.6 63.l 14.4% 1 12 
2 F 11.1 42.0 20. 9% 1 4 
3 F 5.6 52.1 9.7% 1 13? 
4 F 37.6 25.9 59.2% 1 5 
5 F 30.8 26.2 54.0% 1 4 
6 F 21. 7 35.6 37.9% 1 4 
7 F 8.8 58.1 13.2% 1 5 
8 F 38.0 21. 0 64.4% 1 6 
9 F 9.7 46.5 17.3% 1 5 

10 F 22.4 46.1 32.7% 1 5 

Females 10 F 196.3 416.6 32.0% HHJ. 0% 4-13? 
Mean 32.4% 

Both 20 B 348.6 890.6 28.1% 95.0% 3-13? 
Mean 28.7% 
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Table 3. (Continued) 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9204 1 M 17.8 48.7 26.8% 1 6 
2 M 8.9 57.0 13.5% 1 11 
3 M 9.0 63.0 12.5% 1 6 
4 M 16.5 51. 5 24.3% 1 4 
5 M 3.1 53.4 5.5% 0 
6 M 6.2 58.3 9.6% 1 9 
7 M 11. 8 62.2 15.9% 0 
8 M 17.9 45.9 28.1% 1 5 
9 M 20.9 52.1 28.6% 1 5 

10 M 9.1 60.8 13.0% 1 5 

Males 10 M 121. 2 552.9 18.0% 80% 4-11 
Mean 17.8% 

TEST # SUBJ. # SEX BAIT EPA DI E'l' ACCEP'rANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9204 1 F 4. 8 57.4 7.7% 1 6 
2 F 4. 9 55.9 8. 1% 1 9 
3 F 5.9 51. 0 10.4% 1 7 
4 F 9.2 58.2 13.6% 1 4 
5 F 17.9 50.1 26.3% 1 4 
6 F 5.6 50.7 9.9% 1 7 
7 F 17.7 34.0 34. 2% 1 7 
8 F 20.9 39.2 34.8% 1 6 
9 F 11. 8 57.9 16.9% 1 5 

10 F 11. 7 40.8 22.3% 1 6 

Females 10 F 110.4 495.2 18.2% 100.0% 4-9 

Mean 18.4% 

Both 20 B 231. 6 1048.l 18.1% 90.0% 4-11 

Mean 18.1% 
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Table 4. Mouse laboratory efficacy data for d-Con Ready Mixed Generation II 

(3282-81). 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9202 1 M 4. 3 10.3 29. 5% 1 6 
2 M 6.5 15.8 29.1% 1 5 
3 M 7.4 18.2 28.9% 1 5 
4 M 6.6 14.9 30.7% 1 7 
5 M 11. 7 9. 3 55.7% 1 3 
6 M 13.9 5.5 71. 6% 1 4 
7 M 9.1 16.0 36.3% 1 8 
8 M 15.6 12.5 55. 5% 1 5 
9 M 9.0 10.0 47.4% 1 5 

10 M 4.6 14.1 24.6% 1 5 

Males 10 M 88.7 126.6 41. 2% 100% 3-8 Mean 40.9% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9202 1 F 6.3 13.9 31. 2% 1 5 
2 F 5. 5 8.0 40.7% 1 5 
3 F 6.2 7. 5 4 5. 3% 1 5 
4 F 8.1 10.9 42.6% 1 5 
5 F 8.2 10.8 43.2% 1 5 
6 F 10.9 11. 3 49.1% 1 6 
7 F 5.7 14.3 28.5% 1 4 
8 F 9.8 8.4 53.8% 1 5 
9 F 6.6 8.2 44.6% 1 4 

10 F 8.4 13.1 39.1% 1 4 

Females 10 F 75.7 106.4 41. 6% 100.0% 4-6 Mean 41. 8% 

Both 20 B 164.4 233.0 41. 4% 100.0% 3-8 Mean 41. 4% 
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Table 4. (Continued) 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9205 1 M 5.2 10.5 33.1% 1 5 
2 M 7. 5 10.5 41. 7% 1 4 
3 M 2.7 13.1 17.1% 1 6 
4 M 7.9 12.9 38.0% 1 6 
5 M 9.2 11. 8 43.8% 1 6 
6 M 7.7 10.2 43.0% 1 4 
7 M 9.4 8.8 51. 6% 1 4 
8 M 5.1 9.8 34. 2% 1 6 
9 M 10.2 11.1 47.9% 1 6 

10 M 6.8 16.8 28.8% 1 4 

Males 10 M 71. 7 115.5 38.3% 100% 4-6 
Mean 37.9% 

TEST # SUBJ. # SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

M9205 1 F 15.2 8.9 63.1% 1 6 
2 F 7.2 7. 3 49.7% 1 6 
3 F 3.9 11. 4 25.5% 1 6 
4 F 7.0 11. 3 38.3% 1 6 
5 F 11. 2 10.7 51.1% 0 
6 F 4. 9 9.5 34.0% 1 4 
7 F 2.3 8.7 20.9% 1 8 
8 F 6.9 9.9 41.1% 1 4 
9 F 7.1 8.3 4 6. 1% 1 6 

10 F 8.8 8.1 52.1% 1 5 

Females 10 F 74.5 94.l 44.2% 90.0% 4-8 
Mean 42.2% 

Both 20 B 146.2 209.6 41.1% 95.0% 4-8 
Mean 40.1% 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

D- CON COMPANY INC. 
225 SUMMIT AVENUE 
NONTVALE, NJ 07645 

Report of Analysis for Compliance with PR Notice 86 - 5 

Thank you for your transmittal of 06/14/90. Our staff 

U 21 J~_on 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be substantially in 
compliance with the standards for submission of data 
contained in PR Notice 86 - 5, with the exception(s} 
noted below. A copy of your bibliography is enclosed, 
annotated with the Master Record ID'S (MRIDs) assigned 
to each document submitted. Please use these numbers in 
all future references to these documents, and correct 
the noted exception(s) in future data submittals. If 
deficiencies were found which apply to your overall 
submission, they are described following this 
paragraph. If the deficiencies apply to specific 
studies, they are listed below following the applicable 
identification number or MRID. Thank you for your 
cooperation. Any document which has been assigned a 
MRID has been accepted under PR Notice 86-5. If any 
comments related to a MRID appear on this report, they 
are provided for your information and reference when 
preparing future submissions. If you have any questions 
concerning this data submission, please raise them with 
the cognizant Product Manager, to whom the data have 
been released. 

In the transmittal document, please include a clear 
list or bibliography of the studies which are being 
submitted in the data package. 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

June 13, 1990 

Mr. William Miller (PM-16} 
Insecticide-Rodenticide Branch 
Registration Qivision (TS-767C} 
U.S. Environmental Protection Agency 
Crystal Mall, Building #2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: d-CON READY MIXED GENERATION II 
EPA Reg. No. 3282-81 
Efficacy Data Information 

Dear Mr. Miller: 

415247-00 

As requested in your May 22nd letter regarding our submitted 
efficacy data (MRID #413082) attached for your review are the 
data tables and copies of raw data sheets ( 3 copies each} - 4/ f'd-Lf-70/ 
pertinent to the above study. These data indicates bait 
consumption by individual animals (rat tests) and individual 
test groups (mouse tests) .I understand that conditional 
registration will continue if we provided this information 
within 30 days of receipt of your letter. 

As the summary data submitted suggests that this bait may not 
be adequately accepted by rats, we are initiating a new 
acceptability efficacy study as outlined in your letter. These 
test results will be promptly forwarded to your attention when 
available. 

j27J;c~·.:, ---
Pau11. 

/ 
Kr er 

Mam~_?er, ' chnical Coordination 

PJK/ca 
enc. 

' .. 

. '. 

c " t t 

' . . . . 
. .. 

' 

I I,' "\If 

d·COI® 
manufacturer of oesticidP.s AnP.rninP. and nth Ar hn11sP.hnld nroducts _____ _ Si 1hsidiarv of Sterhno On Kl Inc 
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ATTACHED NO~ATION 

TO: PM . I~ 
) (, 

FROM: REG. SUPPORT BR. 

EPA REG. NO. 

COMPANY NAME ____ ~ 

NO NEW LABEL 

NEW LABEL ATTACHED 

NEW CSF ATTACHED 

*********~'******************************************************** 

~IS IS AN ADDITIONAL BRAND NAME ---
THIS IS A CSF PERMITTED UNDER PR NOTICE 88-6 

THIS IS A LABEL CHANGE PERMITTED UNDER PR NOTICE 88-6 

****************************************************************** 

/ THIS WAS SENT TO SIG FOR CODING AND/OR MICROFICHING 
--..,..; 

~ FILE IN JACKET 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

April 4 , 1990 

Mr. William Miller (PM-16) 
Insecticide-Rodenticide Branch 
Registration Di v ision (TS-767C) 
U.S. Environmental Protection Agency 
Crystal Mall , Building 12 , Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: d-Con Ready Mixed Generation II 
EPA Reg. No. 32 8 2-81 
Alternate Name Notification 

Dear Mr . Miller: 

This is to inform you of an alternate name for our d-Con 
Ready Mixed Generation II (EPA Reg . No . 32 8 2-81) . The 
alternate name is as follows: 

d-Con Ready Mixed Baitbits 

Enclosed please find completed EPA form 8570-1 (OPP Identi
fier Number 139 07 0 - Application for Pesticide Amendment , 
indicating the addition of this alternate name. Kindly note 
these changes accordingly in our file. Thank you for your 
prompt attention to this matter. 

Sincerely , 

~g!~ 
Technical Support Specialist 

RT/ca 

manufacturer of pesticides. energine and other household products. 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•••• • •••• 
• 
• ••• • 

•••• • • • •• • 
• 

• •• • • • •••• 
•••• 
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~ . 
Please read instructions and notice on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 6-30-90. 

United States Environmental Protection A13ency 
Office of Pesticide Programs (TS-767) 

Washington, DC 20460 

OEPA Application for Pesticide: D Registration 
~Amendment 

1. Company /Product Number 

3282- 81 
2. Date 

4/4/90 
5. Name and Address of Applicant (Include ZIP Code) 

d - Con Company, Inc. 
225 Summit Avenue 
Montvale, NJ 07645 

Check if this is a new address 

d - Con Read 

NOTIFICATION 

Alternate name o f : 

3. Product Manager 

W. Miller (PM- 16) 

d - Con Ready Mi xe d Baitbits 

Section Ill 

OPP Identifier Number 

139070 

4. Proposed Classification 

Date of Letter 

Restric
ted 

1. Material This Product Will Be Packa ed In 2. Type of Container 
"c'°'h'""'i.,..ld""'· R=-e-s..,..is...,.ta_n_t-=P,_a_c.,..ka-g"""in_g ____ _....,.U,..,....,ni,...t =P-ac"""k_a_g.,..in_g ________ _,.,..,W..,..a-te-r"""-s"""'o'"'"1u"""b"""1e-=P-ac"""k_a_g..,..in-g-----+--~ Metal 

0Yes 0No 
t-::-':::-:-.._Y

7
e_s _ _.___,__N_o ______ +-',,,...,.-.....,,Y..;..es,;____..___._N-'o-------1---i Plastic 

If "Yes," If "Yes," Glass 

Paper 

1=-:---:-:-~~:-.,-=--:--:-,..-:-~-,,.--r:~,.....-,,...,.--=-=-,-~--:--:-~~~~~~~~~~~~~~~~-t-~~Other~pecify) 
. Location of Net Contents Information 4. Size(s) of Retail Container 

Unit package wgt No. per container Package weight No. per container 

Label Container 
5. Location of Label Directions 6. Manner in Which Label Is Affixed To Product 

On Label 

On material accompanying product 

Lithograph D Other (Specify) 

Paper glued 

Stenciled 

1. Contact Point (Complete items directly below for identification of individual to be 

Name 

Title 

Rut h Trager 

Technic a l Suppor t Spe cia l i s t 

•••••• • • • • • • 
Telephone No. (Include Area Code) 

201- 573- 5328 • ·: .. : 
Certification • • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate!' u(j • 
complete. I acknowledge that any knowingly false or misleading statement may be punishable by fine %>r : 
· risonment or both under applicable law. • • • • • 

Techni cal Support 

Ruth Trager 4/4 90 
EPA Form 8570-1 (Rev. 9·88) Previous editions are obsolete. 

•••• • • ••• 
• 

6. Date A~lication Received 
(Starti~6d) 

•••• • • • •• • 
• 

• •• • • • •••• 
•••• • • •••• 
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Paperwork Reduction Act Notice and Instructions 
Paperwork Reduction Act Notice 

Public reporting burden for this collection of information is estimated 
to average of 0.85 hours per response, including time for reviewing 
instructions, searching existing data sources, gathering and maintain
ing the data needed, and completing and reviewing the collection of 
information. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions 
for reducing this burden, to Chief, Information Policy Branch, PM· 
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash
ington, DC 20460; and to the Office of Information and Regulatory 
Affairs, Office of Management and Budget, Washington, DC 20503. 

Instructions 
General 

This form is to be used for all applications for new and amended regis
trations for pesticide products. 

In order to process an application for new registration submitted on 
this form, the following material must accompany the application: 

1. Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (If 
not exempted by 40 CFR 162.9-l(b).) 

2 Confidential Statement of Formula (EPA Form 857Q-4). 

3. Five copies of draft labeling. 

4. Three copies of any data submitted. 

ubmi ion of Labeling • Labeling should first be submitted in the 
form of draft Labels with all applications for new registration. Such 
draft labels may be in the form of typed label text Oil 8 1/2 x 11 iDch 
paper or as a mockup of the proposed label. re prepared as a mockup 
it should be constructed in such a way as to facilitate storage in an 8 
1(2 x 11 inch file. Mockup labels significantly smaller than 8 1(2 x 11 
inches should be mounted on 8 1/2 x 11 inch paper for submission. 

Submi sion of Data • Data submitted in support of this application 
must be submitted in accordance with PR Notice 86-5. 

Specific 
Please read the instructions listed below before completing this appli
cation. First determine the type of registration action, listed in Block 
A , for which you are submitting this application. For applications 
submitted in connection with New Registration actions, Section I, III, 
and IV must be completed by the applicant. For applications submit
ted in connection with amended registration actions, Section I, II, and 
IV must be completed by the applicant. 

Block A • Check the appropriate action for which you are submitting 
this form. 

Sedion I ·This Section must be completed for both Registration and 
Amended Registration actions. 

1. Company/Product Number· Insert your company number, if 
one has been assigned. This number may have been assigned 
to you as a basic registrant, a distributor, or as an establish
ment. If application is for an amendment, insert the registra
tion number of the product . 
•••• 

2 Date; fill in the ~~l~~rJate date. 

3. Prod.,ct Manage.C- 4 knawn, fill in the name and number of 
the P; oduct Marl!lger. • 

••• •••• f • 
4. Pro~sed Classirltati<1111 • Specify the proposed classification 

for ' · f roduct. • •• • 
• • • 

5. Name fld Addre~t t>C '-l'plicant • The name of the firm or 
pers.n and addr s wn in your application is the person or 
firra ~ wi om reg~tM~fi will be issued. If you are acting in 
b~ •.mother party, you must submit authorization from 
tha' ~\ll>' to act for them in registration matters. 
• • •••• 

EPA Form 8570·1(Rev.9·88) 

An applicant not residing in the United States must have an 
authorized agent residing in the United States to act for them 
in all registration matters. The name and complete mailing 
address of such an agent must accompany this application. 

6. Product Name. Enter the complete product name of this pes
ticide as it will appear on the label. The name must be specific 
to this product only. Duplication of names is not pennitted 
among products of the same company. Do not include any 
brand name or company line designations. 

Amendment Inform Uon 

Section H • This Section must be completed for all applications sub
mitted in connection with Amended Registration. 

1. Subject of Amendment • Check the appropriate block, and 
provide a brief explanation of the purpose(s) for the amend
ment, such as: "the addition of a site, pest, or crop"; "to 
change inert ingredient"; "general label revisions of precau
tionary statements," etc. 

Packaging and Container Information 

Section Ill . This Section must be completed for all applications sub· 
mitted in connection with New Registration. 

1. Type of Packaging· Check the appropriate block if your prod
uct will be packaged in the indicated packaging types. Indi
cate the size of the individual packets and number per retail 
container. 

2. Type of Retail Container • Indicate type of container in which 
product will be marketed. 

3. Location of Net Contents • Specify the net contents of all retail 
containers for your product. 

4. Sue(s) or Retail Container • Specify the net contents of all 
retail containers for your product. 

5. Location of U e Direction - Indicate the location of the use 
directions for your product. 

6. Manner in which label is af1h:ed to product - Indicate the 
method product labeling is attached to retail container. 

Contact Point 

ection IV • This Section must be completed for all Registration and 
Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 
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----~--------~------------------------------------. 

Please read instructions and notice on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 6-30-90. 

&EPA 
United States Environmental Protection Agency 

Office of Pesticide Programs (TS-767) 
Washington, DC 20460 

Application for Pesticide: D Registration 
~Amendment 

1. Company/Product Number 

3282-81 
2. Date 

4/4/90 
5. Name and Address of Applicant (Include ZIP Code) 

d-Con Company, Inc. 
225 Summit Avenue 
Montvale, NJ 07645 

Check if this is a new address 

3. Product Manager 

W. Miller (PM-16) 

d - Con Ready Mixed Generation II 

NOTIFICATION 

Alternate name of: 

d-Con Ready Mixed Baitbits 

Section Ill 

OPP Identifier Number 

39070 

4. Proposed Classification 
Restric-

General ted 

Date of Letter 

1. Material This Product Will Be Packa ed In 2. Type of Container 
1-c=h""'i'""ld""-R=-e-s..,.is-ta-n-t""'P,....a-c'""ka_g...,.in-9-----"'r,..,u"""'ni,,..t -=P-ac...,.k_a_g.,...in-9--------~w..,.a-te-r"'""-S,....o..,.lu"""b....,.le--=P-ac"""k_a_g.,...ln-g-----+----. Metal 

Yes No Yes No Plastic 
,_...-~-~-~-------+-~~--~~---------+--~ 

0Yes 0No If "Yes," If "Yes," Glass 

Unit package wgt No. per container Package weight No. per container Paper 

Other (Specify) 
~3~ . .,...Lo_c_a~ti,-o_n_o..,.f~N,-e~tc=-on"'""t~e-nt~s...,.ln"'""f~o-rm-at..,.io-n~4.,....-=s~iz-e...,.~...,.)-o~f~R~e-ta7.il""'C~o-n..,.ta....,.in_e_r---~------~-------1--~ 

Label Container 
5. Location of Label Directions 6. Manner in Which Label Is Affixed To Product 

On Label 

On material accompanying product 

Lithograph 0 Other (Specify) 

Paper glued 

Stenciled 

1. Contact P6int (Complete items directly below for identification of individual to be 

Name 

Title 

2. 

Ruth Trager 
Telephone No. (Include Area 

Technical Support Specialist 201-573-5328 
Certification 

I certify that the statements I have made on this form and all attachments thereto are true, accurat 
complete. I acknowledge that any knowingly false or misleading statement may be punishable by fine r 
· prisonment or both under applicable law. • 

3. Title 

Technical Support 

4 4 90 
EPA Form 8570·1 (Rev. 9·88) Previous editions are obsolete. 
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Paperwork Reduction Act Notice and Instructions 
Paperwork Reduction Act Notice 

Public reporting burden for this collection or information is estimated 
to average of 0.85 hours per response, including time for reviewing 
instructions, searching existing data sources, gathering and maintain
ing the data needed, and completing and reviewing the collection of 
information. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions 
for reducing this burden, to Chief, Information Policy Branch, PM-
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash
ington, DC 20460; and to the Office of Information and Regulatory 
Affairs, Office of Management and Budget, Washington, DC 20503. 

Instructions 
General 

This form is to be used for all applications for new and amended regis
trations for pesticide products. 

In order to process an application for new registration submitted on 
this form, the following material must accompany the application: 

1. Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (lf 
not exempted by 40 CFR 162.9-l(b).) 

2. Confidential Statement of Formula (EPA Form 857Q-4). 

3. Five copies of draft labeling. 

4. Three copies of any data submitted. 

ubml Ion of Labeling - Labeling should first be submitted in the 
form of draft labels with all applicauon for new registration. Such 
draft labels may be in the form of typed label text on 8 1/2 x 11 inch 
paper or as a mockup of the proposed label. If prepared as a mockup 
it should be constructed in such a way as to facilitate storage in an 8 
1/2 x 11 inch file. Mock up labels significantly smaller than 8 1/2 x 11 
inches should be mounted on 8 1/2 x 11 inch paper for submission. 

ubml ion of Data - Data submitted in support or this application 
must be submitted in accordance with PR Notice 86-5. 

Specific 
Please read the instructions listed below before completing this appli
cation. First determine the type of regi tration action, listed in Block 
A , for which you are submitting this application. For applications 
submitted in connection with New Regi !ration actions. Section I, IJI, 
and IV must be completed by the applicant. For applications submit
ted in connection with amended rcgistrauon actions, Section J, JI, and 
IV must be completed by the applicant. 

Dl°"k A - Check the appropriate action for which you are submitting 
this form. 

Section I - This Section must be completed for both Registration and 
Amended Registration actions. 

1. Company/Product Numbu - Insert your company number, 1f 
one has been assigned. This number may have been assigned 
to you as a basic registrant, a dismbutor, or as an establish
ment. rt application is for an amendment, insert the regiscra
tion number of the product. 

2. Daf/.,,11 in the appropriate date. 
•••• • •• ••• 3. Produ~t Manager : 1r~no:m. fill in the name and number of 

the Product Manager. • 
• 

4. ProP'iJl!tl Cla sifiC:-PU1¢ ! pecify the proposed classificacion 
for.t~~ p~oduct. • • • • 

5. a$1e•w •Addre sa licant - The name of the firm or 
perso and addrc sh m your application is the person or 
firm to whom registu c ill be issued. If you are acting in 
be tl r • other party, you must submit authorization from 
that M to act for them in registration matters. 

•••• • • ..... 
EPA Form 8570-1(Rev.9-88) 

An applicant not residing in the United States must have an 
authorized agent residing in the United States to act for them 
in all registration matters. The name and complete mailing 
address of such an agent must accompany this applicauon. 

6. Product Name - Enter the complete product name or this pes
ticide as it wtll appear on the label. The name must be speci[ic 
to this product only. Duplication of names is not permitted 
among products of the same company. Do not include any 
brand name or company line designations. 

Amendment Information 

Section II - This Section must be completed for all applications sub
mitted in connection with Amended Registration. 

1. Subject or Amendment - Check the appropriate block, and 
provide a brief explanation of the purposc{s) for the amend
ment, such as: "the addition of a site, pest, or crop"; "to 
change inert ingredient"; "general label revisions of precau· 
tionary statements," etc. 

Packaging and Container Information 

Section Ill - This Section must be completed for all applications sub
mitted in connection with New Registration. 

1. Type or Packaging - Check the appropriate block if your prod
uct will be packaged in the indicated packaging types. Indi
cate the size of the individual packets and number per retail 
con tamer. 

2. Type or Retail Contain r - Indicate type of container in which 
product will be marketed. 

3. Location or Net Contents - Specify the net contents of all retail 
containers for your product. 

4. iLe(s) or Retai1 Container - Specify the net contents of all 
retail containers for your product. 

5. Location of Use Direction - Indicate the location of the use 
directions for your product. 

6. Manner in ~hich label is al'fixed to product - Indicate the 
method product labeling is attached to retail container. 

Contact Point 

ection IV - This Section must be completed for all Registration and 
Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 
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Please read instructions and notice on reverse before completing form. Form Approved. OMS No. 2070-0060. Approval expires 6-30-90. 

United States Environmental Protection Agency OPP Identifier Number 
Office of Pesticide Programs (TS-767) 9 Q 7 Q 

Washington, DC 20460 

~ EAal\ Application for Pesticide: D Registration ,,,. M ~Amendment 
1. Company/Product Number 

3282-81 
2. Date 

Section Ill 
1. Material This Product Will Be Packa 2. Type of Container 

•c=h'""i.,...ld""'-Re=-s"""is-ta-n-t"""P=-a-c.,...ka-g"""ln_g ____ _,,,,,...,....,"""=---,-.,---------...,.,.,w..,.a-te-r""'-So,,......,.lu"""b"""te--=P-ac"""k-a-g""'in-g-----+----. Metal 

Yes No Yes No Plastic D Yes D No ... tf~.-Y-e~s.-· ---~-------+-l~f-.Y-e~s-,"--~~--------+---+ Glass 

Unit package wgt No. per container Package weight No. per container Paper 

..,._,---.-~..,...,...,---,.,--,---.-...,..-~~+-=---,--,.-=-=-...,,....,,t----:-~~~~,__~~~~~,__~~~~~+---'Other(Specify) 
. Location of Net Contents Information 4. Size(s) of Retail Container 

Label 
6. Manner in Which Label Is Affixed To Product 

Lithograph D Other (Specify) 

Paper glued 

On material accompanying product 

1. Contact Point (Complete items directly below for identification of individual to be 

Name 

Title Telephone No. (Include Area 

20 -573-5328 
Certification 

I certify that the statements I have made on this form and all attachments thereto are true, accuratelt• 
complete. I acknowledge that any knowingly false or misleading statement may be punishable by fine r : 
imprisonment or both under applicable law. ••• • 

2. Signature 3. Title 

I 
4. Typed Name 

/4/90 
EPA Form 8570-1 (Rev. 9-88) Previous editions are obsolete. 

•• • • ......... 
• 

6. Date ~lication Received 
(Sta1'1pi) 

• • •• • • • •• • 
• 

• •• • • • •••• 
•••• • • ..... 

235



P.aperwork Reduction Act Notice and Instructions 
Paperwork Reduction Act Notice 

PubUc reporting burden for this collection of information is estimated 
to average of 0.85 hours per response, including time for reviewing 
inslructions, searching existing data sources, gathering and maintain
ing the data needed, and completing and reviewing the collection of 
information. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions 
Cor reducing this burden, to Chief, Information Policy Branch, PM· 
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash· 
ingtoo. DC 2.0460; and to the Office of Information and Regulatory 
Albirs, Office of Management and Budget, Washington, DC 20503. 

Instructions 
General 

1bis Corm is to be used for all applications for new and amended regis· 
tratioos for pesticide products. 

lo order to process an application for new registration submitted on 
this Conn, the following material must accompany the application: 

L Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (If 
not exempted by 40 CFR 162.9-l(b).) 

2. Confidential Statement of Formula (EPA Form 8570-4). 

3. Frve copies of draft labeling. 

4. Three copies of any data submitted. 

:s.limtSSiO• of Labeli11& • Labeling should first be submitted in the 
Corm ol draft labels with all applications for new registration. Such 
draft labels may be in the form or typed label text on 8 1/2 x 11 inch 
paper or as a mockup of the proposed label. If prepared as a mockup 
it should be constructed in such a way as to facilitate storage in an 8 
1/lx 11 inch file. Mockup labels significantly smaller than 8 1/2 x 11 
inches should be mounted on 8 1/2 x 11 inch paper for submission. 

s.lbmissio.n of Data • Data submitted in support of this application 
must be submitted in accordance with PR Notice 86-5. 

Specific 
Please re.ad the instructions listed below before completing this appli· 
cation. FU'Sl determine the type of registration action, listed in Block 
A , for which you are submitting this application. For applications 
submitted in connection with New Registration actions, Section I, III , 
and IV must be completed by the applicant. For applications submit
ted in connection with amended regiscration actions, Section I, JI, and 
IV must be completed by the applicant. 

BlodtA - Check the appropriate action for which you are submitting 
this Conn. 

Sedioa I - This Section must be completed for boch Registration and 
Amended Registration actions. 

1. p ny/Produd umber. Insert your company number, if 
one has been assigned. This number may have been assigned 
to you as a basic registrant, a distributor, or as an establish· 
ment IC application is for an amendment, insert the registra· 
don number of the product. 

2 o:t'e ~~ill in the aopro riate date. .... ... . ..... 
3. Prod11d Manage(-¢ kn0wn, fill in the name and number of 

the Pjoduct Ma~ger. • 

4. Proj,;led Classi~~ti ••~Specify the proposed classification 
r. ' · '1roduct. • • • . . ' 5. ame -d Addre , pplicant • The name of the firm or 

and addr • s in your application is the person or 
~ wgom regi (; 11 will be issued. If you are acting in 
~ l['.:lnother party, you must submit authorization from 

tha~ ~i!r!Y to act for them in registration matters. 

• • .. ,.. 
EPA Form 8570· 1 (Rev. 9·88) 

An applicant not residing in the United States must have an 
authorized agent residing in the United States to act for them 
in all registration matters. The name and complete mailing 
address of such an agent must accompany this application. 

6. Product Name • Enter the complete product name of this pes
ticide as it will appear on the label. TI1e name must be specific 
to this product only. Duplication of names is not permitted 
among products of the same company. Do not include any 
brand name or company line designations. 

Amendment Information 

Section II ·This Section must be completed for all applications sub
mitted in connection with Amended Registration. 

1. Subject or Amendment - Check the appropriate block, and 
provide a brief explanation of the purposc(s) for the amend
ment, such as: "the addition of a site, pest, or crop"; "to 
change inert ingredient"; "general label revisions of precau
tionary statements," etc. 

Packaging and Container lnfom1ation 

Section Ill ·This Section must be completed for all applications sub
mitted in connection with New Registration. 

1. Type of Packaging· Check the appropriate block if your prod
uct will be packaged in the indicated packaging types. Indi
cate the size of the individual packets and number per retail 
container. 

2. Type or Retail Container· Indicate type of container in which 
product will be marketed. 

3. Location or Net Contents ·Specify the net contents of all retail 
containers for your product. 

4. Size(s) or Retail Container • Specify the net contents of all 
retail containers for your product. 

5. Location or U e Directions - Indicate the locat ion of the use 
directions for your product. 

6. Manner in whkh label is atrixed to product • Indicate the 
method product labeling is attached to retail container. 

Contact Point 

Section IV. This Section must be comple ted for all Registration and 
Amended Registration applications. 

1-5. Self-explanatory. 

6. EPA Use Only. 
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•· 
Please read instructions and notice on reverse before completing form . Form Approved. OMB No. 2070-0060. Approval expires 6-30-90. 

United States Environmental Protection Agency OPP Identifier Number 
Office of Pesticide Programs (TS-767) 3 g Q 7 Q 

Washington, DC 20460 

~ EAtA Application for Pesticide: D Registration 
'' 1-\ ~Amendment 

2. Date 
I /90 

5. Name and Address of Applicant (Include ZIP Code) 

d-\.:on 
225 s 

n v 

Check if this is a new address 

Al 

5 

0 : 

d-co ady itbits 

Section Ill 

4. Proposed Classification 
Restric-

General ted 

Date of Letter 

1. Material This Product Will Be Packa ed In 2. Type of Container 
.. C~h-i-ld--R~e-s-is-ta_n_t_P_a_c~ka-g~in-g----~U~n-i-t =pa_c_k_a_g-in-9--------~W~a-te-r~-S~o~lu~b-le~Pa-c~k-a-g~in_g ____ __,1---~ Metal 

Yes No Yes No Plastic 

0Yes 0No 
1-lf~ .. -Y-es~.-. -~-~-------+-lf~.-.Y-e~s.-,,-~-~-------t----i Glass 

Paper 

..,,.....,----.-...,....,.,.....,....=---:-:----.--+-:~,.--,,...,.....-=-=-,.,....:.___,.-.,-----~-----~------+---'Other (Specify) 
. Location of Net Contents Information 4. Size(s) of Retail Container 

Unit package wgt No. per container Package weight No. per container 

Label Container 
5. Location of Label Directions 

On Label 

On material accompanying product 

6. Manner in Which Label Is Affixed To Product 

Lithograph 0 Other (Specify) 

Paper glued 

Stenciled 

1. Contact Point (Complete items directly below for identification of individual to be 

Name 

th Trager •••••• . ... . • • • 
chnical s 

Telephone No. (Include Area C Title 
- ;, l- 2 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true , accurate~ • • 
complete. I acknowledge that any knowingly false or misleading statement may be punishable by fine or • 
imprisonment or both under applicable law. ••••• 

2. Sign.ature 3. Title 

4. Typed Name 

a 

EPA Form 8570-1 (Rev. 9-88) Previous editions are obsolete. 

• <> • • • •• 
ication Received 
a) 

• • •• • • • •• • 
• 

• •• • • • •••• 
•••• • • •••• 
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Paperwork Reduction Act Notice and Instructions 
Papenvork Reduction Act Notice 

Public reporting burden for this collection of information is estimated 
to average of 0.85 hours per response, including time for reviewing 
instructions, searching existing data sources, gathering and maintain
ing the data needed, and completing and reviewing the collection of 
information. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions 
for reducing this burden, to Chief, Information Policy Branch, PM-
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash
ington, DC 20460; and to the Office of Information and Regulatory 
Affairs, Office of Management and Budget, Washington, DC 20503. 

Instructions 
General 

This form is to be used for all applications for new and amended regis
trations for pesticide products. 

In order to process an application for new registration submitted on 
this form, the following material must accompany the application: 

1. Offer co Pay Statement (EPA Form 8570-22, -23, or -24). (H 
not exempted by 40 CFR 162.9-l(b).) 

2. Confidential Statement of Formula (EPA Form 8570-4). 

3. Five copies of draft labeling. 

4. Three copies of any data submiued. 

Subntis lon of Labeling - Labeling should first be submitted in the 
form of draft labels with all applications for new registration. Such 
draft labels may be in the form of typed label text on 8 1(2 x 11 inch 
paper or as a mockup of the proposed label. If prepared as a mockup 
it should be constructed in such a way as to facilitate storage in an 8 
1/2 x 11 inch me. Mockup labels significantly smaller than 8 1/2 x 11 
inches should be mounted on 8 1/2 x 11 inch paper for submission. 

Submi. sion or Data - Data submitted in support of this application 
must be submitted in accordance with PR Notice 86-5. 

Specific 
Please read the instructions listed below before completing this appli
cation First determine the type of rcg1Stration action, listed m Block 
A , for which you are submitting this application. For applications 
submitted in connection with New Registration actions, Section 1, 111, 
and IV must be completed by the applicant. For applications submit
ted in connection with amended registration actions, Section I, II, and 
IV must be completed by the applicant. 

Block A - Check the appropriate action for which you are submitting 
this form. 

Section I • ThlS Section must be completed for both Registration and 
Amended Registration actions. 

1. Company/Product Number. Insert your company number, if 
one has been assigned. This number may have been assigned 
to you as a basic registrant, a distributor, or as an establish
ment. If application is for an amendment, insert the registra
tion number of the product. 
••<~ 

2. Date ;rlll in che : ~~ rJate date. 

3. Pro~d Manngeit- ~ kn~wn, fill in the name and number of 
the P;oduct Marftlger. • 

4. ProP:sed Clas irt::t, •• ~ Specify the proposed classification 
f .ileis iJroduct. • ·~ • 
• • • 5. Ntme "1tld Addre t o 'plicant . The name of the firm or 

per and addr • sfiown in your application is the person or 
fir!i '° wgom regi!tM 1 f, will be issued. If you are acting in 
b!IW~9.lnother party, you muse submit authorization from 
that ~~rp co act for them in registration matters. 

• • •••• 

EPA Form 8570·1(Rev.9·88) 

An applicant not residing in the United States must have an 
authorized agent residing in the United States 10 act for them 
in all regiscracion matters. The name and complete mailing 
address of such an agent muse accompany this application. 

6. Product Name • Enter the complete product name of this pes
ticide as it will appear on the label. The name must be specific 
to this produce only. Duplication of names is not permitted 
among products of the same company. Do not include any 
brand name or company line designations. 

Amendment Information 

Section II ·This Section must be completed for all applications sub
mitted in connection with Amended Registration. 

1. ubject or Amendment - Check the appropriate block, and 
provide a brief explanation of the purpose{s) for the amend
ment, such as: "the addition of a site, pest, or crop"; "to 
change inert ingredient"; "general label revisions of precau
tionary statements," etc. 

Pack.aging and Container Information 

ection Ill - This Section must be completed for all applications sub
miued in connection with New Registration. 

1. Type or Pack.aging. Check the appropriace block if your prod
uct will be packaged in the indicated packaging types. Indi
cate the size of the individual packets and number per retail 
container. 

2. Type or Retail Container • 1 ndicate type of container in which 
product will be marketed. 

3. Location or Net Content • Specify the net contents of all retail 
containers for your product. 

4. Sile(s) or Retail Container • Specify the net contents of all 
retail containers for your product. 

5. Location or U e Direction - Indicate the location of the use 
directions for your product. 

6. fanner in which label i affixed to product • Indicate the 
method product labeling is attached to retail container. 

Contact Point 

ection IV· This Section must be completed for all Registration and 
Amended Registration applications. 

1-5. Self-explanatory. A. 
6. EPA Use Only. W 
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or . John J . Domanski 
The d-CON company INC 
225 SUJl\Jllit Avenue 
Montvale , HJ 07645 

Dear Or . Domanski 

Subject: d- CON READY MIXED GENERATION II 
EPA Reg . No. 3282- 81 
Your submission Dated November 17 , 1989 

We have reviewed the data ( nuo 413082) enclosed with subject submission 
and have the following comments i 

1 . Review of the efficacy data submitted for this product cannot be 
completed until data tables and copies of raw data sheets are 
submitted which show bait consumption by individual animals . 
Conditional registration will 1if this information is provided 
within 30 days of the date of is le~ter . 

~-hnu..e-
2. The summary data submitted suggest that this bait would not 

perform well enough against Norway rats to warrant continuation 
of rat claims on the label . Therefore , you must submit new 
efficacy data which show that the current formulation is adequately 
accepted (33\} by rats, delete rat claims from the product label , 
or amend the formulation to one that is well accepted by ( and 
lethal to ) Norway rats . The effectiveness of the new formulation 
woul~ have to be documented through laboratory efficacy studies . 

William H. Miller 
Product Manager (16 ) 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 

59274:I : Palmateer:M-13 : KENC0:5/17/90:7/17/90:dg : SW:VO : EK:CL 
COHCURREHCES 

::::~E ~····· ·· ········ ·······.··•••• •! •••••••• • :· .•.. •• •••• ··J ·.:: :: : : : •:: :: •:: t • •:::::: •:: • :: :::!::::: • H••••••••••l •• •H••. H l • • : • •: •: • • ·. ·.: 1 ·. •: ·.: • ·. :• ·.••••• .· .·.·. 
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Record Number(s) 

3282-66: 256126 
3282-81: 256127 

-FILE OR~- NO. 

PETITICN OR DC? . ?ffi'1I'!' NO. -

IRB BRANCH REVIEW - TSS 

;:::;3/14/90cG~ 5/14/90 

CATE DIV . RECEIVED 11/20/89 
_.;.;;;;.:.__;~..:;._----------------------

DATE OF &io1ISSICN 11/17 /89 ----'-------------------------

TYPE PRCC.OCTS ( S) : I, D, 

DATA ;..cx::z.ssICN NO(S). 

p~ <--!;R. NO. 16 

fl, t:' 
'" I 

N, ~ s 

3282-66: 413006-01 3282-81: 413082-01 
. \ 

P.K:Crcr NA:."!E (S) d-CON ••• READY MIXED GENERATION II 

rv- The d-Con Company, Inc. 
1........,MPJ.~-Y ~ ... '€ 
~u"E1ISSJ:O'l ?t.T_R?C.S_·_c:-;_.c. __ s_u_p_p_o_r_t_l_a_b_e_l_c_l_a_im_s ________ _ 

0.005% Brodifacoum dry baits 
C-iDITCAL & ?OR.t-UU.TIQl _________ ___;__; _____________ _ 
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Efficacy Review: d-CON PELLETS GENERATION II, 3282-66 
d-CON READY MIXED GENERATION II, 3282-81 

(wp) The d-Con Company, Inc. 
Montvale, NJ 07645 

200.0 INTRODUCTION 

200.1 Uses 

0.005% Brodifacoum dry baits conditionally registered to 
control Norway rats, roof rats, and house mice "in and 

around homes, industrial, commercial, agricultural and public 
buildings. 

200.2 Background Information 

See efficacy review of 12/29/88 for 3282-66 and efficacy 
review of 1/18/89 for 3282-81, along with other information 
in product jackets. Among the "conditions" placed upon 
these registrations were requirements that efficacy data be 
supplied to support rat and mouse claims. The registrant 
was given until 11/1/89 (9 months from 2/1/89) to supply 
the efficacy data for these products. The current 
submissions consist of reports of efficacy trials for the 
two products. These reports were submitted on 11/1/89. 

201.0 DATA SUMMARY 

The efficacy studies were run at the College of Veterinary 
Medicine of Mississippi State University under the 
direction of Dr. James G. Miller, a long-time d-Con 
consultant. Tests were said to have followed EPA's 
Protocols 1.203 and 1.204. Test phase durations were 
modified to include 3 days of bait exposure and 10 days of 
post-exposure observation. These modifications of the 
usual 15 days of exposure and 5 days of observation often 
are adopted for Brodifacoum baits so that the claim "Kills 
rats and mice in one feeding" maybe made. Mice were 
group-caged for the trials with 3282-66, but were· 
caged individually for the trials with 3282-81. For the 
mouse trials with 3282-66, mice were housed in groups of 
ten animals (5 females, 5 males) in metal cages that were 
much larger than the upper limit specified in Protocol 
1.204. I do not find the cage size used to be 
unacceptable, however, as I believe larger cages to be an 
improvement on the limits set in Protocol 1.204. 

Subjects for the rat tests were CD strain albino Norway 
rats from Charles River Laboratories and Swiss-Webster 
strain house mice. 

. . ~:"· 
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Table 1. Results of laboratory efficacy trials with d-Con 
Brodifacoum baits 3282-66 and 3282-81. 

Product Test % Acceptance % Mortality Days to Death 

3282-66 Rats #1 34.6% 100% 3-6 
Rats #2 42.3% 100% 3-6 

Mice #1 33.5% 95% 2-12 
Mice #2 25.7% 100% 3-8 

3282-81 Rats #1 27.9% 95% 3-12 
Rats #2 18.1% 90% 4-12 

Mice #1 41.4% 100% 3-8 
Mice #2 42.3% 95% 6-12 

Results of these trials are summarized in Table 1. As can 
be seen from these data, the baits were not particularly 
well accepted. Bait acceptance was below the criterion of 
33% in several trials, including both replicates or rat 
tests with 3282-81. It appears that the bait preparation 
in that product is not very attractive to Norway rats. 
Three survivors (among 40 rats exposed to 3282-81) is a 
relatively high proportion for a Brodifacoum laboratory 
test. 

None of these laboratory efficacy tests can be accepted at 
this time as d-Con did not submit raw data sheets or even 
data tables for individual animals or group-caged 
subgroups. This information should be requested, with 
rapid submission required as a condition of continued 
registration. As n~ new testing would be needed for such a 
submission, the material should be provided within 30 days. 

202.0 CONCLUSIONS 

The following comments apply to 3282-66: 

1. Review of the efficacy data submitted for.this 
product cannot be completed until data tables and 
copies of raw data sheets are submitted which show 
bait consumption by individual animals (rat tests) or 
individual test groups (mouse tests). Conditional 
registration will continue if this information is 
provided within 30 days. 
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The following comments apply to 3282-81: 

1. Review of the efficacy data submitted for this 
product cannot be completed until data tables and 
copies of raw data sheets are submitted which show 
bait consumption by individual animals. Conditional 
registration will if this information is provided 
within 30 days of the date of this letter. 

2. The summary data submitted suggest that this bait 
would not perform well enough against Norway rats to 
warrant continuation of rat claims on the label. 
Therefore, you must submit new efficacy data which 
show that the current formulation is adequately 
accepted (33%) by rats, delete rat claims from the 
product label, or amend the formulation to one that 
is well accepted by (and lethal to) Norway rats. The 
effectiveness of the new formulation is affective 
would have to be documented through laboratory 
efficacy studies. 

William W. Jacobs 
Principal Specialist: Rodenticides 
Insecticide-Rodenticide Branch 
May 14, 1990 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

November 17, 1989 

Mr. William H. Miller (PM-16) 
Insecticide - Rodenticide Branch 
Registration Division (TS-767C) 
U.S. Environmental Protection Agency 
Crystal Mall, Building 2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: Efficacy Data Generated For: 
d-Con Ready Mixed Generation II 
EPA Reg. No. 3282-81 

Dear Mr. Miller: 

In compliance with the conditional registration of the above 
d-Con rodenticide enclosed are three copies of the 
following efficacy report: 

.~. ·, 

• 
tRr.b::i:I: 1. Laboratory efficacy study for d-Con Ready Mixed Generation II-
·r13~8d..~/ In Mice and Rats.(3282-81) 

Thank you for your cooperation. 

ti_T?).~~ ~ J, Domanski, Ph.D 
Director of Toxicology 

manufacturer of pesticides, energine and other household products. 

t ('I (I 

' ' 
' 

I< I< I! 

' ' 

. . 
t 1 (If.._ . . ' 
l l (cc\ 

1 \ ~ t 

' ' 

Subsidiary of Sterling Drug Inc 
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• Lehn & Fink Products Group, Sterling Drug Inc. 
225 Summit Ave nue, Mon tva le, New Jersey 07645 / 201 573-5700 

December 20, 1989 

Mr. William H. Miller (PM-16) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
U.S. Environmental Protection Agency 
crystal Mall, Building 2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: d-Con Ready Mixed Generation II 
EPA Registration No. 3282-81 
Your letter dated February 1, 1989 

Dear Mr. Miller: 

In compliance with the conditional registration of the above d-Con 
rodenticide, enclosed are five (5) copies of the product label for 
both the individual 3 oz. bait tray and the outer carton. 

Thank you for your cooperation. 

;J79r:f-J 
John J . Domanski, Ph.D 
Director of Toxicology 

NOT REVIE!'lED 
In Accordc:inco with FR r-ro t. 8 
B . -' lCO ?_<:> ased on Dr ~ .. , ,_ , . ~ "'• 

~ - " ~ . - ., -. I· 3 -t 1 
;;./, J ;·5· - ~c 

•••••• • • • • • • • • 
••••• • • • • • •• 
••••• • • • • ••••• 

• • ••• • •• • 
•• • • • • • • • 

• 
•• • • • • • •• .. ... 
• • • •• • 

• 
• •• • • • •• • 

• •• • • • 
• • :9. 
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KILLS WARFARIN-RESISTANT NORWAY RATS 
AND WARFARIN-RESISTANT HOUSE MICE · 

. .&.READY~ 
• TO-USE 

BAIT TRAYS 
KILLS WARFARIN
RESISTANT NORWAY RATS 
ANO WARFARIN
RESISTANT HOUSE MICE. A.,., ittractive ro rats 

and mice. Palatable rormulallon. 

Keep out of reach of children. 
CAUTI 0 N. May be harmful or fatal if swallowed . 

• Read additional precautionary slatements on back panel. 

ACTIVE INGREDIENT: 

~~~~~~~~~~;;~~:~~~b~~~~: [.~ .·.1 _·.: ~i.~.h~°.Y_l!.:4_:Yl).: 1 .:~:~:~:t~t~~~r.~:.1 : n.a~~t~a·l·e°.y.IJ.:~.-h6d~8~: 
INERT INGREDIENTS ............ .................................................................................... 99 .995% 

TOTAL 100.000% 

NET CONTENTS 4/3.0 OZ. (85g) NET WT. 12 OZ. (340g) 
0 RATS ANO MICE WILL DIE WITHIN 4 OR 5 DAYS 

d Co,•T READY MIXED 
• 11! GENERATION II 

KILLS RATS AND MICE 4~M:'~~'S"" 

d·CON. 
READY MIXED 
GENERATION ll 

ADVANCED 
ANTICOAGULANT 

FORMULA 

KILLS RATS 
AND MICE 

Kills 
Warfarin-Resistant Nor REVIEWED 

Norw~y Rats_ and In Accordance with PR Notice 82-'"' 
Warfarm-Res1stant Based 011 Dr.::.~t Labeling rated 

House Mice :i/, /t- <: · 
NOTICE TO BUYER ANO USER: Seller war· Q / 
rants that this product confcrms 10 the 
chemical descnp11on on the label and 1s 
reasonably f11 for the purposes slated on 
the label when used in accordance w1rh 
d1rec11ons under normal cond111ons of use 
This warranly does nor extend lo lhe use of 
this product contrary 10 label 1ns1ruc11ons. 
or under abnormal use cond111ons. or under 
cond1!1ons not reasonably loreseeable 10 
Seller. and Buyer and User assumes the 
nsk of any such use. 

SELLER DISCLAIMS ALL OTHER WAR
RANTIES EXPRESSED OR IMPLIED . 
INCLUDING ANY WARRANTY OF FITNESS 
OR MERCHANTABILITY. SELLER SHALL 
NOT BE LIABLE FOR CONSEDUENTIAL. 
SPECIAL OR INDIRECT DAMAGES 
RESULTING FROM THE USE OR HAN-
DLING OF THIS PRODUCT AND SELLER"S 
SOLE LIABILITY AND BUYER "S AND 
USER"S EXCLUSIVE REMEDY SHALL BE 
LIMITED TO THE REFUND OF THE PUR-
CHASE PRICE . 

000000 

:.____}] 1 30 00_1__Q_Q__ 

EPA Reg . No. 3282-81 
EPA Est. No. 3282-0H-1 

See Bottom of Box 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK 

1213 I 
11 

10 

• • 
a 1 6 5 

B·J 18KP·89 

•••••• • • • . . ~ 
• • 
•••••• • • • • •• 
••••• • • • • 
•• 1' •• 

• • •••••• • 
•• • • • • • •• 

•• . - . • •• 
•••• • • • •• • 

• 
• •• • • • . .. . 

• •• . . .. 
•••• 
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d·C IV. READY MIXED 
GENERATION II 

KILLS RATS AND MICE 
ADVANCED ANTI COAGULANT FOR MU LA 

d-CON Ready Mixed Generation TI can kill in one feeding when 
used as directed. Kills Warfarin-Resistant Norway Rats and 
Warfarin-Resistant House Mice. 
DIRECTIONS FOR USE: It 1s a violation of Federal law to use lh1s product in a manner 
1ncons1stent with its labeling. 
USE RESTRICTIONS: For control of Norway Rats. Roof Rats and 
House Mice in and around homes. industrial. commercial . agricultural / 
and public buildings. d-CON Ready Mixed Generation lI may also be ~ 
used in and around transport vehicles (ships: trains, aircraft) and 
related port or terminal buildings. Do not use 1n sewers This product . 
must be placed in tamper-resistant bait boxes or 1n locations not 
accessible to children. pets. domestic animals or wildlife Do not place ' .." 
bait in areas where !here is a possib1lily of conlaminaling food or • • ·· 
surfaces that come 1n direct contact with food. ~ ~ 

SELECTION OF TREATMENT AREAS: Place trays in or near points : 
where you have seen rat or mice signs such as droppings. runways. 
burrows. or gnawing marks. Once areas requiring ba111ng have been 
1denhf1ed proceed as follows: 
APPLICATION DIRECTIONS: 
1. Place one ready-to-use bait tray in each potential feeding location. 
Place trays in darl<. out-of-the-way locations, where rodents are likely 
to find them. Do not place trays in the open or 1n any location exposed 
to children or nontarget mammals or birds. 

For House Mice : Use only one tray per loca11on. 
For Norway and Roof Rats : Stan with one tray per loca11on. Add 
trays. up to a maximum of four per location. 1f you determine that 
there is high rat act1v1ty at the location. 

2. If bait must be applied in areas accessible to children or nontarget 
animals. trays must be placed 1n secured. sturdy. tamper-resistant bait 
stations which deny these nontarget species access to lhe bait. 
3. For besl results. leave trays undisturbed for at least two days after 
placement. However. 11 conte:nts have been scattered or mostly con
sumed sooner, replace trays. Clean up spilled bait. Check bait every 
two days, replacing trays as needed or until signs of rodent activity 
cease. Trays not led from for five consecutive days may be relocated 
as needed. When there are no longer any signs of rodent actMty, 
dispose of trays property. 
For complete control. continue ba111ng for at least 15 days. If you are 1n 
an area where there 1s a danger of re1nfestat1on from ad101ning prop
erty. permanent bait stations should be ma1nta1ned. Stations should 
be checked periodically. 
PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal 1f swallowed. Keep away from 
humans. domestic animals. and pets. Wash hands after handling bait. 
IF BAIT IS EATEN BY HUMANS. CALL A PHYSICIAN AT ONCE. For 
24 hour emergency assistance. call your local Poison Control Center. 
IF BAIT IS EATEN BY ANIMALS OR PETS : Call your local 
vetennanan. 
NOTE TO PHYSICIAN AND VETERINARIAN : This product may 
reduce the clotting ability of the blood and cause hemorrhaging. The 
anticoagulant action of this product may produce prolonged prothrom
bin times for 20 to 30 days after exposure. If poisoning occurs. intra
muscular and oral adm1nistrat1on of V1tam1n K, are 1nd1cated. as in 
poisoning from overdose of d1cumarol (b1shydroxy coumann). FOR 
HUMAN CASES: V1tam1n K, is antidotal at doses of 10 to 20 mg (not 
'llg/kg). Repeated treatments may need to be given for up to 30 days 
(based on monitoring of prothrombin times). In severe cases. blood 
transfusions may be necessary. FOR ANIMAL CASES: V1tam1n K, 1s ant1dotal at 5mg/kg 
intramuscularly. Oral Vitamin K, should be given for uo to 30 days al 5 mg/kg (based on 
monitoring of prothrombin limes). In severe cases. blood transfusions may be necessary. 
ENVIRONMENTAL HAZARDS: 
This product is toxic to fish. birds and wildlife. This product can pose a secondary hazard 
to birds of prey and mammals. Keep out of any body of water. 
STO AGE AND DISPOSAL: 
Store 1n original container 1n areas inaccessible to small children and pets. Bait that 
cannot be used according to label instructions must be disposed of according to applica
ble federal. state. or local procedures. 

331W 3SnOH 1NV!SIS31::1-Nll::IV:ll::IVM ONV 
S!Vl::I AVMl::ION !NV!SIS31::1-Nll::IV:ll::IVM Slll>I 

d·COIV .. 
READY MIXED 
GENERATION II 

ADVANCED 
ANTICOAGULANT 

FORMULA 

·KILLS RATS 
AND MICE 

d·COIV. 
AMERICA'S 

# 1 
RAT KILLER 

Advanced 
Anticoagulant 

Formula 
CAN KILL IN 

ONE FEEDING 

. NO'.r REVIEWED 
In Accord.:inc8 r•i. th FR 1otice 82-
Based on D:r·:_ t ::: 'I' ~~" 1 

Q!t I B-f 
SATISFACTION 

GUARAN~ED.OR 
YOUR MONfor B~CK ...... . .. . 
: : D~tributed bx; 
THE d-C'ON COWAN)' INC. 
t.~i 'll i ary of Sterti rog Drag Inc. 

• 22.!! Summi~Avel'l~ 
Montv~li! ,. rifew Jersey QW S U.SA 

• • • ••••• •• • • • • • • ••••• 
KP 922~· e e • • 

•• • DT--0192-001 
10-T019::-00J • • • 

•••• 
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US ENVIRONM ENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767) 
WASHINGTON, DC 20460 

NOTICE OF PESTICIDE: tx:I REGISTRATION 0 REREGISTRATION 

(Under the F ed era l In sec ti c ide. Fung ic ide. 
a nd Rodenti c idE' A •t , as amended) 

NAME AND ADDRESS OF REGISTRANT (Include ZIP code) 

r 

L 

EPA REGISTRATION NO . DATE OF ISSUANCE 

TERM OF ISSUANCE 

NAME OF PESTICIDE PRODUCT 

_J 

NOTE: Changes in labeling formula differing in substance from that accepted in connection with this registration must be 
submitte d to and accepted by the Registration Division prio to use of the label in commerce. In any correspondence on this 
productalways refer to the above U.S. EPA registration number, 

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Act is not to be construed as giving the registrant a right lo exclusive use of the name or to its use if it has been covered 
by others. 

D ATTACHMENT IS APPLICABLE 

SIGNATURE OF APPROVING OFFICIAL DATE 

EPA Form 8570-6 (Rev. 5-76) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 

53949:I:Palmateer:LM-5:KENC0:1/31/89:4/25/89:rw:vo:rw 
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-- - - - - ----- " __ _ " _______ _ 

-2-

3 . The following conditions are placed upon this registration. 

a. Within 15 months of the date on this Registration l~otice, you 
must submit the results of a storage stability test. The test 
must be of 1 year's duration as an uaccelerated• test is not 
acceptable . 

b . With 9 months of the date on this Registration Notice, submit 
the results of an efficacy test conducted both on rats and 
mice. The test results must demonstrate 90 percent oc better 
mortality and 33 percent or better acceptance in both rats and 
mice . 

4. The Confidential Statement of Formula dated December 5, 1988 is 
acceptable . 

-~ 5 . Submit five (5) copies of your final printed labeling before you 

--

release the product for shipment. Refer to the A-79 enclosure for a further 
description of final printed labeling. 

If these conditions are not complied with, the registration will be 
subject to cancellation in accordance with FIFRA section 6(e). Your release 
for shipment of the product constitutes acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Enclosures 

William H. Miller 
Product Manager (16) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
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• Front Panel 
(Box) 

• • • • • • • • • • • • • • • • • • 

• • • • •••• • • • • •• 

d-CON 
READY MIXED GENERATION II 

4 READY-TO-USE BAIT TRAYS 
ADVANCED ANTICOAGULANT FORMULA 

*Can kill in one feeding 

Kills Rats & Mice 
KILLS WARFARIN-RESISTANT NORWAY RATS 
AND WARFARIN-RESISTANT HOUSE MICE. 

*RATS AND MICE WILL DIE WITHIN 4 OR 5 DAYS 

GOOD HOUSEKEEPING SEAL: 
Good Housekeeping promises a limited warranty to 
consumers. Replacement or refund if defective. 

Flavor attractive to rats and mice 
Palatable Formulation 

ACTIVE INGREDIENT: Brodifacoum 
3-[3-(4'bromo-[1,1'-biphenyl]-4-yl)-
1,2,3,4-tetrahydro-1-napthalenyl]-4-
hyroxy-2H-l-benzopyran-2-one •••• 0.005% 
INERT INGREDIENTS •.....•....•. 99.995% 

••••• • • ••• • • • ••• • • • 
orlJTTON: 

TOTAL 100.000% 

NET WT. 12 OZ. (340g) 
NET CONTENTS 4/3.0 OZ. (85g) 

Keep out of reach of children 

•• • •• 
may be harmful or fatal if swallowed 

••Read additional precautionary statements • •• • • • • • • 
• • • • • 

• 
• 
. . 
:on side panel 
• • • 

BOTl'OM OF BOX 
d-CON Kills Rats & Mice 
Ready Mixed Generation II 

KILLS WARFARIN-RESISTANT NORWAY RATS 
AND WARFARIN-RESISTANT HOUSE MICE 
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RIGHT SIDE PANEL 
(BOX} 

• • • • •••• • • • • • • •• 

• • •• • • • • • • • • • •• • • • • • • • • • • • • • • 

• • • •• • • ••• 

d-CON 

READY MIXED GENERATION II 
ADVANCED ANTICOAGULANT FORMULA 

Kills 

Rats & Mice 

From d-CON 
America's #1 
Rat Killer 

Advanced 
Anticoagulant 
Formula 

Can Kill 
in One Feeding 

Satisfaction 
Guaranteed or 
Your Money Back 

The d-CON Company Inc. 
Subsidiary of Sterling Drug 

•••;:25 Summit Avenue 
..ztontvale, New Jersey 07645 U.S.A . 

• •••• 

• ••••• • • • • • • • • • • • • • 

• 
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LEFT SIDE PANEL 
(BOX) 

• • • • •• • • • • • • • • • • • • 

• • • • •••• • • • • •• 

d-CON 

READY MIXED GENERATION II 
ADVANCED ANTICOAGULANT FORMULA 

Kills Rats & Mice 

Kills 
Warf arin-Resistant 
Norway Rats and 
Warf arin-Resistant 
House Mice 

NOTICE TO BUYER AND USER: Seller warrants that 
this product conforms to the chemical description 
on the label and is reasonably fit for the 
purposes stated on the label when used in 
accordance with directions under normal conditions 
of use. This warranty does not extend to the use 
of this product contrary to label instructions, or 
under abnormal use conditions, or under conditions 
not reasonably foreseeable to Seller, and Buyer 
and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR 
IMPLIED, INCLUDING ANY WARRANTY OF FITNESS OR 
MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDRIECT DAMAGES 
RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT 
Al4)·~LLER'S SOLE LIABILITY AND BUYER'S AND USER'S 
•t5e.CL~IVE REMEDY SHALL BE LIMITED TO THE REFUND OF • • • '!'HE•PURCHASE PRICE . 

•• EPA Rag •• :w". 3282-
:. EPA Es~: ~o. 3282-0H-l or 2393-WI-l • • • • • • •. • •. • ~ee Bot tom of Box 

Sa ti sf action 
Guaranteed or 
Your Money Back 
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BACK PANEL 
(BOX) 

d-CONR 
READY MIXED GENERATION II 

ADVANCED ANTICOAGULANT FORMULA 

Rills 
Rats & 
Mice 

d-CON Pellets Generation II can kill in one feeding when 
used as directed. Kills Warfarin-Resistant Norway Rats and 
Warfarin-Resistant House Mice. 

DIRECTIONS FOR USE: 

It is a violation of Federal law to use this product in a 
manner inconsistent with its labeling. 

USE RESTRICTIONS: For control of Norway Rats, Roof Rats and 
House Mice in and around homes, industrial, commercial, 
agricultural and public buildings. d-CON Pellets Generation 
II may also be used in and around transport vehicles (ships, 
trains, aircraft) and related port or terminal buildings. 
Do not use in sewers. This product must be placed in 
tamper-resistant bait boxes or in locations not accessible 
to children, pets, domestic animals or wildlife. Do not 
place bait in areas where there is a possibility of 
contaminating food or surf aces that come in direct contact 
with food. 

SELECTION OF TREATMENT AREAS: Place trays in or near points 
where you have seen rat or mice signs such as droppings, 
runways, burrows, or gnawing marks. once areas requiring 
baiting have been identified proceed as follows: 

APPLIC!A~ON :OIR~CTIONS: 
1. Pl!cte~.Otre ~ady-to-use bait tray in each potential 
feedinq.ld~~tion. Place trays in dark, out-of-the way 
locations, where rodents are likely to find them. Do not 
Plac~ tr~s in ~Q~.Qpen or in any location exposed to 
~~l~en:~r nont~~g~t mammals or birds. 

• • • • • • • • • • • • • • 
• • • • • •• • • 
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BACK PANEL 
(BOX) (CONTINUED) 

For House Mice: Use only one tray per location. 

For Norway and Roof Rats: Start with one tray per 
location. Add trays, up to a maximum of four per 
location, if you determine that there is high rat 
activity at the location. 

2. If bait must be applied in areas accessible to children 
or nontarget animals, trays must be placed in secured, 
sturdy, tamper-resistant bait stations which deny these 
nontarget species access to the bait. 

3. For best results, leave trays undisturbed for at least 
two days after placement. However, if contents have been 
scattered or mostly consumed sooner, replace trays. Clean 
up spilled bait. Check bait every two days, replacing trays 
as needed or until signs of rodent activity cease. Trays 
not fed from for five consecutive days may be relocated as 
needed. When there are no longer any signs of rodent 
activity, dispose of trays properly. 

For complete control, continue baiting for at ·1east 15 days. 
If you are in an area where there is danger or reinfestation 
from adjoining property, permanent bait stations should be 
maintained. Stations should be checked periodically. 

NOTE: Underline denotes bold face type 

• • • •••• • • • • •••• ••• • • • • • • •• • • • • • •• ••• • ••• 

• • •• • •• ••• • • • • • • • • • • • •• • • • • • • • . • • • • • • • • • • • • • • • • • 
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BACK PANEL (Continued) 
(BOX) 

PRECAUTIONARY STATEMENTS 

• 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: May be harmful or fatal if swallowed. Keep away 
from humans, domestic animals, and pets. Wash hands after 
handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN 
AT ONCE. For 24 hour emergency assistance, call your local 
Poison Control Center. IF BAIT IS EATEN BY ANIMALS OR PETS: 
Call your local veterinarian. 

NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce 
the clotting ability of the blood and cause hemorrhaging. 
The anticoagulant action of this product may produce 
prolonged prothrombin times for 20 to 30 days after 
exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin Kt are indicated, as in poisoning 
from overdose of dicumarol bishydroxy coumarin). FOR 
HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg 
(not mg/kg). Repeated treatments may need to be given for 
up to 30 days (based on monitoring of prothrombin times). 
In severe cases, blood transfusions may be necessary. 
FOR ANIMAL CASES: Vitamin K is antidotal at 5 mg/kg 
intramuscularly. Oral Vit~in K1 should be given for up to 
30 days at 5 mg/kg (based on monitoring of prothrombin 
times). In severe cases, blood transfusions may be 
necessary. 

ENVIRONMENTAL HAZARDS: 
This product is toxic to fish, birds and wildlife. This 
product can pose a secondary hazard to birds of prey and 
manunaJ!s .: Kdef> .. ~ut of any body of water. 

•••• ••• • • • • • ••• • • • • • 
STORAGE•AN!r•DI9~0SAL: 

Store in original container in areas inaccessible to small 
c~ilgren.a.nd pet~ •• Bait that cannot be used according to 
labdi: in&tructions must be disposed of according to . . . .. . . . . 
ai>Plt-cab9.i..e fede:Pv.-1, :~tate, or local procedures. 
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TOP PANEL 
(BOX) 

• • • • •••• • • • • •• 
• • 

• • •• • • • • • • • • • •• • • • • • • • • • • • • • • 

• 

d-CON READY MIXED GENERATION II 

Kills Rats and Mice 

4 Ready-To-Use Bait Trays 

• •••• • • ••• • • • •• • • ••• • ••• 

••• • •• • • • • • • • • • • • • • 
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FRONT PANEL 
(BAIT TRAY) 

d-ConR 

READY MIXED GENERATION II 

Kills Rats & Mice 

READY-TO-USE BAIT TRAY 

ADVANCED ANTICOAGULANT FORMULA 
*Call kill in one feeding 

KILLS WARFARIN-RESISTANT NORWAY RATS 

KILLS WARFARIN-RESISTANT HOUSE MICE 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
May be harmful or fatal if swallowed. 
Read additional precautionary statements on side 
panel. 

ACTIVE INGREDIENT: Brodifacoum 
3-[3-(4'-bromo-[l,l'biphenyl]-4-yl)
l,2,3,4-tetrahydro-l-napthalenyl]-4-hyroxy-2H-l-
benzoyran-2-one ....•..•.........••••...• 0.005% 
INERT INGREDIENTS .•........•....••..... 99. 995% 

TOTAL 100.000% 

*Firs~ d~ad.rRq~nts will appear four or five days after 
treat~~rct R,E:gin~. 

• • • • ••• • • • • • 
NET WT:· 3.n··o~· ... Bait Tray (85 g) 

• • •• ••• ••• • • • • • • • • • • • •• • • • • • • • • • • • • • • • • • • • • • • • • • 
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• BACK PANEL 
(BAIT TRAY) 

• • • • • • • • • • • • • • • • • • 

• • • • •••• • • • • •• 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
Place bait in areas not accessible to children, 
pet, domestic animals or wildlife or in tamper 
resistant bait boxes. 

CAUTION: May be harmful or fatal if swallowed. 
Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN 
BY HUMANS, CALL A PHYSICIAN AT ONCE. For 24 hour 
emergency assistance, call you local Poison 
Control Center. IF BAIT IS EATEN BY ANIMALS OR 
PETS: Call your local veterinarian. 

NOTE TO PHYSICIAN AND VETERINARIAN: This product 
may reduce the clotting ability of the blood and 
cause hemorrahaging. The anticoagulant action of 
this product may produce prolonged prothrombin 
times for 20 to 30 days after exposure. If 
poisoning occurs, intramuscular and oral 
administration of Vitamin K are indicated, as in 
poisoning from overdose of dicurnarol (bishydroxy 
cournarin). FOR HUMAN CASES: Vitamin K is 
antidotal at doses of 10 to 20 mg (not ~g/kg). 
Repeated treatments may need to be given for up to 
30 days (based on monitoring of prothrombin 
times). In severe cases, 

1

blood transfusions may 
be necessary. 
FOR ANIMAL CASES: Vitamin K is antidotal at 5 
mg/kg (based on monitoring or prothrombin times). 
Ip·~t;Vere cases, blood transfusions may be 

.•f$ce~ary . 
• • • ••••••• 

•• See q~t~~.box for complete Directions for Use. 
• • • •• • • 

• : : THE. <1-CO:ll. COMPANY I INC. 
• Subsidiafy of Sterling Drug, Inc., 225 Swrunit 

Avenue, Montvale, NJ 07645 U.S.A. 

....... 

·I 

,,,,.--' 
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!RB BRANCH REVIEW - TSS 

Record Number(s) 

237409 

'DJl/4/89 CUT 1/18/89 

EFFICJ:C'f 

-FILE OR Rm. NO. 3282-IR 

-PEI'll'lal OR EXP. PERMIT NO. --------------------

DA.."'E DIV. RECEIVED 12/9 /.88 --------------------------
DATE OF SV?MISSICN __ i_2_f 6_f_8_8 ___________________ _ 

TYPE PRCCOCl'S(S): I, O, H, · F, N, Ri S 

DATA ro:ESSICN NO(S). 
none 

··. 

PmxJCI' M'.:iR. NO. 
16 

· d-CON READY 'MIXED GENERATION II 
PRJDUCT NA.'1E(S) 

The d-Con Company, Inc. 
~CCMPA.~l" NA..'1E __________________________ _ 

registration 

SUEMISSICN PURPCSE ------------------------

OiEMICAL & FORMJ~.TICN · O. 005% Brodifacoum dry bait in 3-oz. bait trays 
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Efficacy Review: d-CON READY MIXED GENERATION II, 3282-IR 
The d-Con Company, Inc. 
Montvale, NJ 07645 

200.0 INTRODUCTION 

200.1 Uses 

A 0.005% Brodifacoum crushed pellet bait proposed for registration to control 
Norway rats, roof rats, and house mice "in and around homes, industrial, 
commercial, agricultural and public buildings." As with many other d-Con rat 
and mouse baits, this product would be sub-packaged in 3-oz. bait trays. 

200.2 Background Information 

See efficacy reviews of 7/9/88 and 12/29/88, along with other information in 
product jacket. This is an amended registration application. Not all of the 
comments in the efficacy review of 7/9/88 were relayed to the applicant in 
time to be incorporated into the efficacy review of 12/29/88. Corrments from 
that review have not been sent to registrant. Some of those comnents are no 
longer applicable due to registrant's having made changes requested in the 
efficacy review of 7/9/88 (and EPA's letter of 9/16/88). The corrments in the 
"CONCLUSIONS" section of this review are the efficacy comments which still 
apply to this product • 

. 
Tte product is said to be made by crushing the pellets of "d-CONR LIM-NS .. Rat 
Killer, EPA Registration no. 3282-74 to a crumbled product. The efficacy 
review of 7/9/88 discussed results of efficacy tests with an earlier formu
lation of this product which contained Rhodamine B dye, an "inert of concern". 
Many of the tests were reported only in a table that summarized results of 
tests with many batches of 3282-74. These data showed that bait acceptance by 
laboratory .. Norway rats ("CD" albino strain) was below the 33% criterion for'· 
anticoagulant baits. Acceptance by rats of the batch of 3282-74 from which the 
test batch of 3282-ITI was said to have been made was slightly above criterion. 
These results suggested that crumbling the formulation made it less palatable 
than it had been in pelleted form. Results of the efficacy tests with Swiss
Webster strain house mice were acceptable, although acceptance was somewhat 
lower for the crumbled bait than for pellets (3282-74) from the same batch. 

As the product has been reformulated by removing Rhodamine B, the old efficacy 
data are not completely relevant to the new formulation. In its amended 
applications, d-Con has requested conditional registration until efficacy 
studies can be run with the new formulation. In the current submission, d-Con 
states that it wants to run its efficacy studies of a "large factory batch" 
produced "under actual manufacturing conditions". d-Con adds that 

"The material produced would be held for shipment until said tests 
were completed to the satisfaction of the Agency." 

d-Con's offer to wait begs a question. Why does d-Con want conditional 
registration if it truly does not intend to sell the production batch until 
EPA says that the efficacy data are acceptable? 
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The current submission includes revised labels for the bait trays and the 
outer box, a new Confidential Statement of Formula (CSF), assorted forms, and 
a report of an analysis of particle sizes of the crumbled bait. 

l 

201.0 DATA SUMMARY 

No new efficacy data were submitted. As the efficacy data on the "old" 
proposed formulation were acceptable only for house mice, there ls no past 
history of acceptable performance of this product for Norway rats. Therefore, 
the only conditional registration that I could recernrnend would be for a house
mouse-only label. 

The label comments in previous reviews have been addressed for the most part. 
I have a problem with direct labeling of the bait station to be illustrated 
on the box as a "TAMPER-PROOF BAIT BOX". Although the unit appears to be 
reasonably sturdy and ls illustrated as being locked, it appears that a child 
could reach the bait compartment by reaching through the rodent entrances. It 
would be very inconvenient for EPA 1f that picture of a station were to attain 
status as a depiction of a "TAMPER-PROOF BAIT BOX" ls. The picture is better 
than nothing. For now, it could remain if the caption were deleted. 

202.0 CONCLUSIONS 

1. Delete the caption "TAMPER-PROOF BAIT OOX" from the pict}.lres of bait 
stations that are to be illustrated on the label for the box.. Although the 
unit pictured appears to be reasonably sturdy and is Hlustrat.ed as being 
locked, the unit does not appear to be capable of preventing a child from 
reaching through the rodent entrances and into the bait compartment. EPA 
considers use of this illustration to be a short-term compromise approach 
at best, to serve until standard bait station language is released for 
incorporation into labels for all baits registered to ·control cornrnensal 
rodents. EPA does not want the bait station 'illustration ori your labels 
to attain status as a valid depiction of a "TAMPER-PROOF BAIT BOX". As the 
current picture is better than no illustration, it should remain, for now, 
but with the caption deleted. 

2. Submit efficacy data to support the claims made for this product. Bait 
acceptance was marginally below criterion for rats tested with the "old" 
formulation. Thus, the only data potentially available for tentative 
support of the rat claim suggest possible efficacy problems. Such data 
do not provide an adequate basis for a conditional registration 

Crumbling the old formulation also appeared to lower bait acceptance by 
mice, although acceptable efficacy data for house mice were generated with 
the "old" formulation (containing Rhodarnine B) for this product. Your 
request for conditional registration could be honored at this time only 
if you were to delete claims for control of Norway and roof rats. 

William W. Jacobs 
Principal Specialist: Rodenticides 
Insecticide-Rodenticide Branch 
January 18, 1989 
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REGISTRAT.ION DIVISION DATA REVIEW RECORD 
Confident/al Bu1/nea Information - Doer Not Contain National Security Information (E.O. 12065} 

2. IDENTlf:YING NUMBER 3. AC-vjbN CODE 4. ACCESSION NUMBER 

14. CHECK IF APPLICABLE 

0 Publlc Health/Quarantine 

t Substltutv Chemical 

Seasonal Concern 

15. INSTRUCTIONS TO REVIEWER 

A. HED 0 Total Assessment· 3(c)(6) 

0 Incremental Risk Assessment • 
3(c)(7) and/or E.L. Johnson 
memc of May 12, 1977. 

' >. 

0 Minor Use 

0 Pan of IPM 

0 Review Requires Less Than 4 Hours 

C. 0 BFSD 

D.~TSS/RD 
E. 0 Other 

F. INSTRUCTIONS I 
Rl'\D£iffi GI()£ 0 

TO BE COMPLETED BY PM 
6. RECORD NUMBER 

.237907 
6. REFERENCE NUMBER 

,3 
7. DATE RECEIVED (EPA) o..--' 

/;}._ -09-?[-o 
B. STATUTORY DUE D~T_Ec:; 

J. -0 ~ -- o,.-r 
9. PRODUCT MANAGER (PM) 

M•LL£~ 
10. PM TEAM NUMBER 

/(, 
TO BE COMPLETED BY PCB 

11. DATE SENT T0,!1ED/T~:C 

dt- a~- rr 7 
12. PRIORITY NUMBER 

13. PROJECTED RETURN DATE 

B. SPRD (Send Copy of Form to SPRO PM) 

0 Chemical Undergoing Active 
RPAR Review 

0 Chem/cal Undergoing Active 
Registration Standards Review 

GL ·~ J. c~~/>11 
OM.J J'til-mwv ~ Af~~ 

16. RELATED ACTIONS 

17,(cl(111DI 
Use Any or All Available Information 0 Use Only Attached Data 
Use Only the Attached Data for Formulation and Any or All 
Avallabla Information on the Technical or Manufacturing Chemical. 

19. To TYPE OF REVIEW 
Registration Petition 

TOXICOLOGY 

ECOLOGICAL EFFECTS 

RESIDUE CHEMISTRY 

ENVIRONMENTAL DATE 

CHEMISTRY 

18. REVIEWS SENT TO 
0 TB 0 EEB 

0 RCB 0 EFB 

NUMBER OF ACTIONS 

EUP SLN Sec. 18 

0 EF 

ncH 

0 PL 

D·BFSO 

lnen MNR. USE Other 

01":--#-~~~~~~~~~.,.--.,..--~~~-+~~~~+-~~~~+-~~~~+-~~~~+-~~~-+-~--~+-~~~~+-~~~~--

to \'J EFFICACY ~lj/.1J;e 
a:: I\ /?-l;tT///L-.A 

PRECAUTIONARY·LABELING 

0 
0 
LL. 
m 

ECONOMIC ANALYSIS 

Label Submitted 
20. 0 with Application 

Attached 

Confidential 
21. 0 Statement of 

Formula 

Representative 

22 
0 Labels Showing 

· Accepted Uses 
Attached · •• · 

. ·-· - ------·-·-· 
EPA Form 8570-13 (Rev. 11-81) PREVIOUS EDITIONS ARE OBSOLETE. 

23. Date Returned to RD 
(to be completed by 

HEDI 

24. lnclucle an Original and 4 .lfourl 
Copies of This Completed Form 
for .Each Branch Checked for 
Relii~w. •· .. · ··· 

•• >-+:..•· 1~•·•·••.:1·•·.1o·--···- ....... ~•·cL;;- •• --~···· ••. ,. 

·-----~ ·-·-··--··-·-. .. .. 
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I 

CERI'IF'ICATION WITH RESPECT TO CITATION OF DA.TA 

EPA File Symlx>l/Reg. No. 3282-IR Date of ,application 4-4-88 

Name of Product d-CoNR Ready Mixed Generation II 

Applicant's Name and Address The·d-CON Company 
~~~~~~~~~-'"""~~~~~~~~~~~~~ 

Subsidiary of Sterling Drug, Inc. 

225 Summit Avenue 

Montvale, New JErsey 07645 

1. This application is supported by all data subnitted or cited in the 
application. In addition, if cite-all options are indicated, this application 
is supported by all data in the h;1ency' s files that concern the properties 
or effects of this product or of any other product that is identical or 
substantially similar, and that is one of the types of data that would be . 
required to be sutmitted if this application sought the initial registration 
of a product of identical or similar canposition and intended uses under 
the data requirenents in effect on the date of approval of this application. 

2. I certify that, for each study cited in support of this application 
for registration that is an exclusive use study, I have obtained the 
written permission of the original data sutrnitter to cite that study. 

3. I certify that, for each study cited in support of this application 
for registration that is not an exclusive use study: 

I have obtained the written permission of the original data subnitter 
to cite that study; or 

I have notified in writing the c011panies who have sutrnitted nata I have 
cited to suooort this application and have offered to: (a) Pay ccmpensation 
for those data in accordance with section 3(c)(l)(D) and 3(c)(2)(D) of 
the Federal Insecticide, Fungicide and Rodenticicte Act; and (b) Corrnence 
negotiations to determine which data are subject to the canpensation 
requirement of FIFRA and the amount and terms of canpensation due, if 
any. The canpanies I have notified are: (Check one) 

[ ] All canpanies listed on the Pesticide Data Su.t:mitters List for 
all active ingredients contained in my product (Cite-all method or 
cite-all option under Selective Method). (Also sign the General 
Offer to Pay Statement below.) 

[~ Those canpanies who have sutrnitted the studies which I have 
cited (Selective method) 

Date __.::;.;12-..--=2._-"""8"""'8 __ _ Signature 

Title 

~~: .. :·~ 
• • • • • 

Director. EPA Registr~~i~~/ 
Rodentici~eS: 

•• 
General Offer to Pay: I hereby offer and agree to pay canpensat•icn• .to 
other persons, with regard to the approval of this applicationo,.~ •the 
extent required by FIFRA sec. 3(c)(l)(D) and 3(c)(2)(D). 

Date _____ _ 

Title 

EPA Form (April 1985) 

• • •••••• • 
•• • • • • • •• 

• 

• •• • • • •••• 
• 

. .. . 
• • • ••• 
•• • 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

December 6, 1988 

Mr. William H. Miller (PM-16) 
Insecticide - Rodenticide Branch 
Registration Division (TS-767C) 
U.S. Environmental Protection Agency 
Crystal Mall, Building 2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: d-CoNR Ready Mixed Generation II 
EPA File Symbol 3282-IR 
Your Letter Dated September 16, 1988 

Dear Mr. Miller: 

( . 

With reference to your response of September 16, 1988 on the subject topic, 
I discussed the various points made in your letter via telephone with 
Mr. Steve Palmateer on November 14th and came to a general agreement with 
him on our responses to those points. The following, taken in the order 
appearing in your September 16th letter, will confirm my conversation with 
Mr. Palmateer: 

1. a. In view of the fact that our brodifacoum concentrate has been 
reformulated, we have absolutely no problem in rerunning the 
efficacy tests. We do ask, however, that we be given a 
conditional registration pending the outcome of these tests. 
We would prefer to produce a large factory batch under actual 
manufacturing conditions for the efficacy studies. The material 
produced would be held for shipment until said tests were: ••• :. 
completed to the satisfaction of the Agency. In our teleP.hone •• • conversation, Mr. Palmateer indicated that this <\Ug'~~ch 'f<>~lg•be 
agreeable to the Agency. : : : • 

• • 
2. b .. . For marketing reasons, the subject product will ac,ually be 

R • • "crumbled" ready-to-used-CON LIM-N8 Rat Killer (Pe!letsJ.,.••. 
EPA Registration No. 3282-74, that have been cru~ed•&o a •••• 
specific sieve size in a roller mill. This will~4.t~e exact 

••• • • • •• • 

manufacturer of pesticides, energine and other household products. Subsidiary of Sterling Drug Inc 264



Mr . William H. Miller (PM- 16) 
RE : d-CoNR Ready Mixed Generation II 

December 6 , 1988 

manufacturing process used when this product is registered. The manufacturing 
process submitted for Formula DD-5022 (MRID No . 406325-01) will be the same as 
that used for the subject product, i . e ., d-CONR Ready Mixed Generation II . 
The sieve size for the subject product was submitted with our original appli
cation dated April 4, 1988 ; please refer to page 6, Volume II - Product Chemistry 
Studies . Another copy is attached for your convenience. 

l . c . New efficacy data is being generated . 

2 . Certification With Respect to Citation of Data 

A new form that is filled out correctly is attached . 

3 . Confidential Statement of Formula (CSF) 

A new CSF which corrects the deficiencies noted in your letter 
is attached . 

4 . Label Revisions - The Rhodamine B statement has been deleted . 

Five (5) copies of the revised label are attached for your files . 

Thank you for your prompt attention to this matter . Needless to say , we are 
rather anxious to proceed with the marketing of this product . Your expeditious 
approval of the subject pending registration would be greatly appreciated . 

ti:._
1

; f i. -
Robert L. Br~ 
Director, EPA Registrations/Rodenticides 

RLB : RF 
Attachments 

•••••• • • • 

• • •••••• • 
•• • • • • • • • 

• • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • • • • • •••• 
• 

• •• • • • •• • 
•• • • • • •• • 
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Page 6 of 6 

contining 

BRODIFACOUH 

•••••• • • • 

• • •••••• • 
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REGISTRATION DIVISION DATA REVIEW RECORD 
Confidential Business Information - Does Not Contain National Security Information (E.O. 12065} 

14. CHECK IF APPLICABLE 

0 Public Health/Quarantine 

- Substitute Chamlee! 

0 Seasonal Concern 

D Minor Use 

0 Part of IPM 

D Review Requires Less Than 4 Hours 

9. PRODUCT MANAGER (PM) 

M•LL£~ 
10. PM TEAM NUMBER 

/{, 
TO BE COMPLETED BY PCB 

11. DA:rE ~-NT TO HED!TSf. a-/ o (5 - ~o-o~ 
12. PRIORITY NUMBER 

13. PROJECTED RETURN DATE 

15. INSTRUCTIOl'JS TO REVIEWER 

A. HED 0 Total Assessment - 3(c)(5) c. D BFSD 

D.~TSS/RD 
E. D Other 

F. INSTRUCTIONS , r 
Rt'>DEldTic1l>J..= o IV~/t?r 

0 Incremental Risk Assessment -
3(c)(7) and/or E.L. Johnson 
memo of May 12, 1977. 

B. SPRD (Send Copy of Form to SPRD PM) 

D Chemical Undergoing Active 
RPAR Review 

D Chemical Undergoing Active 
Registration Standards Review 

16. RELATED ACTIONS F _jµp 1Lc 

-~1)(D)V 
~Use Any or All Avallable Information 0 Use Only Attached Data 

Use Only the Attached Data for Formulation and Any or All 
0 Available Information on the Technical or Manufacturing Chemical. 

19. To TYPE OF REVIEW 
Registration Petition 

TOXICOLOGY 

ECOLOGICAL EFFECTS 
0 

18. REVIEWS SENT TO 

D TB 0 EEB 

D RCB D EFB 

NUMBER OF ACTIONS 

EUP SLN Sec. 18 

l!!!.EF 

I!!! CH 

D PL 

. D BFSD 

Inert MNR. USE Other 

Wl---t----------------4------l------1------4------4------l--------lf------4------1 
J: 

0 
Vl 
u. 
m 

RESIDUE CHEMISTRY 

ENVIRONMENTAL DATE 

PRECAUTIONARY LABELING 

ECONOMIC ANALYSIS 

Label Submitted 
20 .. ~,with Application 

Attached-- ... ·:·· · 

Confidential 
21. ID Statement of 

Formula 

Representative .. 

22 0 Labels Showing 
. · .. :. ~cc11pted. l,J~es ... : ... 

'Attached·-"··· '·· ·· ·-

23. Date Returned to RD 
(to be completed by 

HED) ··: . :. ~ ·· .. ~::·. 

··---.. ------------ ·------ ----·-----· 
.·-,:_-.-.. -._-.. -.-.. ----- -:-:=----- --.---.-.-- -· ~~· ·- .. ··--~-"·-,····-·~-·-··-•·tt ..... ~~·"· ... -.--... -•.. -.. ------

24 .. lnclude an Original_and 4 (four) 
Copies of This Completed Form 

_.for :Eiich Branch. C.tieckect for· 
.. :.: Review~ ::·o·· · · - ..... · ····• :·.' .: 

.....•.... ., .. -· -.. -.-... -.-.. -... -. --. -----··-·-· 
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' .. \ 

Record Number(s) 

228830 

-FILE OR .REX;. NO. 

IRB BRANCH REVIEW - TSS 

rlf-/17 /88CUT12/29 /88 

EFFIOCY 

3282-IR 

e PE:l'l'uCN OR EXP. PERMIT NO. ~-------------------

CA..~ DIV. REDID/ED 6/27/88 
--""":-~--~------------------------~ 

DATE OF s'.JEMJ:ssICN 6/27/88 

DATE SUEMISSICN Aei:Pn:D 12/17 /BS 
~------------------------------

T.{P.E ~ PR:aJCI'S (S): I1 D, H, · F / N, ~x S 

DATA AO:ESSICN NO(S). no new efficacy data 
~------~------------..,...-----------

~c::MPANY NA'1E --T~h_e_d~--c_o_n_co_m_p_a_n_y_,_r_n_c_, __________________________ __ 

SUIMLSSltN PuRPc5E Registration, formulation change 

--------------------------------
OiDllCAL & FOR!w~.TICN. O. 005% Brodifacoum dry bait 
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Efficacy Review: d-CON READY MIXED GENERATION II, 3282-IR 
The d-Con Company, Inc. 
Montvale, NJ 07645 

200.0 INTRODUCTION 

200.1 Uses 

A 0.005% BrodifacolllTI crushed pellet bait proposed for registration to control 
Norway rats, roof rats, and house mice "in and around homes, industrial, 
commercial, agricultural and public buildings. As with many other d-Con rat 
and mouse baits, this product would be sub-packaged in 3-oz. bait trays. 

200.2 Background Information 

See efficacy review of 7/9/88 and other lnformation in product jacket. This 
is an amended registration application. As not all of the comments in the 
efficacy review of 7/9/88 were relayed to the applicant, some of the thoughts 
will be repeated in this review. 

The ap~licant claims that the product formulation is identical to that of 
"d-CON LIM-NB'" Rat Killer;_ EPA Registration no. 3282-74, in every way except 
physical form." The new product is said to be ma.de by "crushing the LIM-NS 
pellets to a Crlllnbled product with a specific sieve analysis and bulk density". 
The efficacy review of 7/9/88 discussed results of efficacy tests with an 
earlier formulation (containing Rhodamine B dye, ·an "inert of concern") of this 
product and of summarized results of tests with many batches. of 3282-74. These 
data showed that bait acceptance by laboratory Norway rats ("CD" albino strain) 
was below the 33% criterion for anticoagulant baits. Acceptance by rats of the 
batch of 3282-74 form which the test batch of 3282-IR was said to have been 
made was slightly above criterion. These,_results suggested that crlllnbling 
the formulation rendered it less palatable than it had been in.pelleted form. 
Results of the efficacy tests with laboratory house mice (Swiss-Webster) were 
acceptable, although acceptance was somewhat lower for the Crlllnbled bait than 
for pellets (3282-74) from the same batch. 

As the product has been reformulated by removing Rhodamine B, the old efficacy 
data are not completely relevant to the new formulation. In its amended 
application, d-Con requests conditional registration "until we can conduct 
these (efficacy) studies." 

201.0 DATA SUMMARY 

No new efficacy data were submitted. As the efficacy data on the "old" 
proposed formulation were acceptable only for house mice, there is no past 
history of acceptable performance of this product for Norway rats. Therefore, 
the only conditional registration that I could recermnend would be for a house
mouse-only label. 

The label cormnents presented under "CONCLUSIONS" are similar to conrnents that 
have been made for 3282-66, another d-Con bait that is to be subpackaged in 
3-oz. bait trays. 
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• ,. ... 

2 

202.0 CONCLUSIONS 

1. In last sentence of item #1 under "APPLICATION DIRECTIONS", insert "trays" 
between "place" and "in the open". 

2. Add the illustrations of bait stations to this label that are to be used 
with 3282-66~ Note that the Agency believes that 3-oz. bait trays provide 
much more bait per placement than is advisable for house mouse control. 
However, such directions may appear on your label for the time being, at 
least. 

3. Submit efficacy data to support the claims ma.de for this product. As 
acceptable efficacy data for house mice were generated with the "old" 
formulation (containing Rhodamine B) for this product, the request for 
conditional registration could be honored if you were to delete claims for 
control Norway and roof rats. 

Acceptance was marginally below criterion for rats in tests with the "old" 
formulation. Thus, the only data potentially available for tentative 
support of the rat claim suggest possible efficacy problems. In fact, 
crumbling the old formu&_i_ation appeared to lower bait acceptance for both 
test species. 

William W. Jacobs 
Principal Specialist: Rodentlcides 
Insecticide-Rodenticide Branch 
December 29, 1988 
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.. -· ·.,.,,--:-.. 

FH.ON'i' L1/\NEL 
· (Dox) 

d-CON 
HEADY MIXED GENE:Hl\'l'ION II 

4 HEADY-'1'0-USE Ul\I'l' 'l'Hl\YS OH 16 HE/\DY-TO-.USE 0/\ IT TH/\YS OH 2I1 ETC. 
l\DVN~CED l\N'l'lCO/\GUL/\N'l' FOHMUL/\ 

*Can 1<111 in 011e feeding 

Kills Rats & Mice 
KILLS \~/\llFJ\lllN-m:sIS'l'/\N'l' NOH\tl/\Y HA'l'S 
/\ND \'/AHFNUN-HESIS'l'N,1'1' llOUSE MICE. 

*HA'l'S AND MICE WILL DIE Wl'l'lllN . '1 OR 5 DAYS 

GOOD IIOUSEl\lmPTNG SE/\[,: 
Good Housekeeping pro111bes u ll111itecl warranty to 
consumers. Heplace111e11t or refund if defective. 

Flavor attr.:'1ctJ.ve t:o ruts mid mice 
Palatable For111ulutlo11 

ACl'IVE INGHEIJIEN'l': Drodlfaco11111 
3-[ 3-(.4'bro1110-[1, 1 '-l).l.plicnyl J-'1-yl)-
l, 2, 3, '1-tetruliydro-l-11<1ptl wle11yl ]-'1-
hyroxy-211-l-be11zopyn111-2-011e •••. U. 005i 
INER'l' INGngurnN'l'S • ~ • • • • • • • • • • • 99. 9%% 

•, 'l'CYl'/\L 100. OOU'i 

m:'l' Wl'. 12 07.. (3'10 <J) 
111::'1' COU'l'EN'l'S '1/3 • U O/~ • ( U 5 9) 

Cl\U'l'ION: 1\ecp out of reucl1 of children 

01\ 
NET WT. 3 LBS • 
NET CON"l"ENTS 16/3 OZ. 

May be liunnful or fatal if swallowed 
Heacl acklil:ionnl precautionary state111e11ts 
011 .Gide pa11el 

Bottom of Boll 
d-CON KHls Hub3 & Mice 
Heady Mixed Generation II 

KILLS W/\HF1\IUl'1-HE:SIS'l'J\N'l' NOJMJ\Y HJ\'l'S 
J\N.O Hl\IU~l\IUN-HI~SIS'l'AN'l' llOUSE MICE 

•• • •• • • • • • • 

•••• • ••• • • • • •• 

OR 

• ••• • • • • • • • • • • • • • • • • • • • • • • • • • • ••• • • • 

••• •• • • • • • • • • ••• • ••• • • • • • • 

NET WT. 4 LBS. 8 OZ. 
NET CONTENTS 24/) OZ. 
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II fGll'l' SIDI~ Pl\NE:L 
(-Lox J 
-~-

c]-C0i'I 

HEJ\DY M.lXEU GElff:lt/\'l'ION II 
l\DVNICED J\N'l'.lCOJ\GULJ\N'l' FOHI1ULA 

Killn 

Hats. & Mice 

From ll-COL'I 
l\medca'D Ill 
Hat i\l LI. er 

/\clvanccd 
J\ntJ.coagu lrn 1 t 
Formula 

Can l<ill 
in 011e Feeding 

Satisfaction 
Guaranteed or 
Your Money IJacl< 

'J'lie d-CON Co111pany Inc. 
Subs.lcHury of Sterling Drug 
225 Su11u11it J\Ve11ue 
Montvale, · Uew JerBey 07G'15 U.S.A. 

; 

' :1 

•• • ••• • • 
• • • • • • • • 
•• • • • • • • 
• • • • • • • • • • • • • • • • • ••• • • • 

··~· ••• •• • • • • • .... • • • • • ••• • ••• • • • • •••• • • • 
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d-CON 

HEJ\DY MIXED GEL'fl::W\'l'lUN lI 
. /\DV f\l'JCED /\Ln' lCOJ\GUL/\N'l' FOHMULJ\ 

Kills Rats & Mice 

I< ills 
War£ari11-Heuistu11t 
Horway Hatu <111d 
\~arforin-Hes i~; l:i:111t 
llouse Mice 

NGl'ICE '.L'O UUY!~n. /\ND um:n: Seller warrants that this 
product conforms to the cl1e111.l.cul description 011 the 
label and lo reasonably flt fqr l:he purposes stnted on 
the label \~lien used 111 uccorda11ce with directions under 
nor111ul condi lio11s of uue. 'l'liis warr<lllty does 11ot extend 
to the use of tills product contrary to label illstruc
tions, or t111uer abnormal use co11ditio11s,,or under 
conditions not reaso1iu1Jly foreseeuble to Seller, and 
uuyer alllJ User a:J!Jll111en the risk of any such use. 

SE:LLEH IJISCLJ\IMS J\LL am1m \'l/\HHl\N'l'rns EXPHESSED Oll 
IMPLIED, HICLUDrnG /\NY W/\JUU\N'.l'Y m~ FI'l'NESS Oil MlmCil/\N'.l'
/\BILI'l'Y. Sl~LLJm Sll/\L.L NUl' IJl~ LI/\IJLI~ FOH COl~SEQUElfl'll\Lr 
SPECIJ\L, on. INIHHEC'l' Dl\M/\GES rnmUL'l'HIG FHOM 'l'llE USE OH 
11/\NDLING OF 'J'llIS PHODUC'l' /\MIJ SELLEH'S SOIJE LI/\DILI'l.'Y /\NIJ 
UUYEl1 Is /\MD urnm Is EXCLUSIVE HEMEDY SllALL UE LIMI'l'EIJ '10 
'l11E HEFUWJ OL" '1'111~ l'UHCll/\SE PHI CE. 

EPA He~J. l·lo. 3202-
EP/\ E::;t. I lo. 3202-011-1 or 2393-WI-l 

Gee llottorn of IJox 

Satisfaction 
Guara11tr~ed or 
Your Money !Jack 
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0 13!\CI< ~?l\l·IEI~ 

Tuox;- -

c1-co1P l<illu 
. I\.El\DY J·IIXl.m GEMEH/\'l'IOH n 

l\.DVJ\llCED l\.N'1'1C.DJ\GULJ\N'l' FOHHUI.,/\ 
Hab.1 Ct 
Mice 

·! ··. 

.. •' . . ... . 
• • • • • • . . .•:' .. . . . . . ... •· . . . .. • • • • .. . 

cl-CO!~ Heady Mixed Gc~11eraU011 n ci111 Id.LL in 011e feeding whe11 UGec.l as directed.~- Kills Wai•-'arir-a-~e~istar~ • 
l·lon1uy Hats and Wurfa.d11-Hcsinta11t !louse Mice. • . . . . 

···L· •·•' ... D IRECl1IONS FOil USE: _.;. . . : • • . : : 
It is a violation of Federal law to use tliiG product in a manner inco11sistent with its lab~lin~· • 

••••• 
USE HES'l'HICl'IONS: F01~ co11trol of: Norwa'(, Hats, Hoof Hats and llouse Mice in and' aroun~ homes r · 

•• • • • • •••• • • • • 

.industrial, co11u11ercial, a9dculturnl and public L>uilcli11ga. d-CON lleady Mixed Generation II may 
also be used in and around tr<lllsport vehicles (ships, tnd.110, alrcnd:t) ar)cl :r-elated port, or tenninal 
buildings. Do not US(! in seviern. 'l'hia product must bo placed i11 l:rn11per-resistant bait boxes or in 
locations nol: accesr.i:i.ble to cl1l.ldrn11, petn, c]o111e:;;tic animals or w.i.ldlifo. Do not place bait in areas 

·where there is a pos~1il.>ility of conta111l11ati11g food or surfaces lhat COl!le in direct contact with food. 

I ' 

SELECl'IOU OF 'l'HEJ\'.l.'MEH.I.' J\HEJ\S: Pl.-:1co l:1~a'ys ill or near pol11l:s where 
mice signs such aa dropp.i.nC;Js, runwayo, burrows, or gnawing marks. 
lx1iti11g have been i.Llentif.led proceed m; foll,ows: 

/\PPLICl\.'l'IOll DlllE:C:'l'ION:..i: 

. ' 

ydp have· seen rat or 
Once areas:requiring 

! ... ·, 
: :: •• : _: '1 •• . 

I•'. 
. . ' 

l. Place one ready-tu-une I.Jul.I: tray :i.11 each potentinl feecJJ.11g local:1011. Place trays ':in dark r out-of-the-
1·1ay locatiO!IS, Where i.-ocJe11l:a cll.-C llfw.J.y to flnd tJie111. lJO JIOt place ill tfie open or ih any location exposed 
to children Or llOJll:ar~Jet llli:lllUlll:\lo or uircJs. 

For l!ouse Mice: U:;e only one tray per location. 

For Norway a11cl l~o~_t Ha ts_:_ Start w 1th one tray per locution. J\Lld truys, up to a maximum of four per 
location, if you (Jel:er1111.ne that there is hJ.gh rat activity at l11e location. · .. ·: · 

' ' .. : -:· . ·'! ·. ~ 
. I · · .. :! O:·'.<:·i._< . 

2. If bait 111ust be applied in arn<rn accessiule to c11llc1re11 or 11011t<:1rget animals, trays must be placed in 
cecured, sturdy, ti:111per-rmiista11t ba:l.t stations which deny these 11011turget species access to'.. the bait. 
3. For best resull::;;, leave trays 1.mcll.!Jlurlieu for at least two days after placement.-.. However;·,:if contents' 
have been scattered or mostly cowJum~xl ::mo11er, re1)lace troys. Cle1.111 up spilled baiL . Check: bait every 
two days, replaci11q lrayu as needed or until si~11w 01: rodent acllv:ll:y cease.· 'l'rays not fed from for five 
consecutive duys 111<1y !Jo relocated au needed. ~/11ei1 tliero are 110 J.011~1er <my signs of rodent activityr 
dispose of tray:.; p1·opor.Ly. · . '. 

For complete contro.l, cu11l::L11ue l>aJ.U11lj for at least ·J.5· clayo. H you a1~e in an .. area. where there is danger 
of reinfestaU011 fro111 w.ljol1i:l11g property / per111<:111e!1t !Jilil: utationn olloulcJ be maintained.'. Stations should 
be checked period:l.caLLy n I • ' . : '..; < ' • ; • • '. :;· .·: .• 

NOm: U11derU.111~ de11ol:e!; lx>ld fnco typo, 

. ' ... ~ . . ' : ' 
. ·,' .;:- .... 

• • .. 
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.. 
· Hl\CK P/\I,IEL (Co11tl.11ued) 

(UOX} 

Pf{EC/\U'l'IOl'l/\llY S'J'/\'J.'EMEN'l'S 
11/\Zl\HDS 'l'O IJUM/\l'I.S /\NlJ DOME:J'.L'IC /\NIM/\LS 

C/\U'l'ION: Nay be l1i.1.rmful or fatal if swallowed. Keep m.,ray 
Erom humu.ns, dotuesllc anl.mal::i, a11d pets. W~wh hands after 
hu.nclling bu.it, IF B/\I'l' IS E/\'l'EN BY IJUM/\NS, CJ\L,L l\. l'IIYSICIJ\N 
l\'l' Ol'lCE. . Fo1: 2'1 hour e111er9e11cy asslstnnce, call your local 
Poison Control Center. H' J.l/\I'l' 15 El\'l'El~ IJY l\.NH1/\LS OH PE'l.'S: 
Call your locul vetedrwdn11. 

ll0l'E 'l'O PIIYSICI/\N /\ND VE'.l'EHUI/\IU:/\N: '!'his product may reduce 
tlie clotting ab.llity of the' blood anu cuuse hemorrha~ring. 'l'he 
anticoagulant action of tli.l.s product 111t1y produce prolonged 
prothrombln timeu for 20 to 30. dayu after expo::iure. If 
poisoning occur::i, i11tr.-:11111.1scular and oral all11111listratlon of 
Vitamin K

1 
are 111dicated, w:i 111 poJ.soni119 from overdose of 

dicumarol (bi:Jhydroxy cou111a.dn). ,1;:on IIUM/\N C/\SES: · Vltamin 1<1 
is antidotu.l at doGe!.l of 10 to 20 mg (not 1119/kg). Hepeated 
treatments 111ay need t;o IJe given for" up to 30 days (IJc:ised 011 
monitoring of protl 1ro111b:L11 t:i.rnea) • In severe cnues, blood 
transfusions 111C1y be 11ecesuary. , 
FOH l\NIMM. CMmS: Vita111.L11 I<1 is a11tidotal at 5 mg/kg intra
muscularly. Oral V1ta111.Ln I< sl1ould be g.Lvc11 for up to 30 days 
al: 5 mg/kg (lx1r.;ed 011 mo11itoJ:i11g of pro ti 1ro111bin time a) • In 
severe casen, blood tra111JI:uulo11a may be necessbry. 

EtNinOMMEH'l'l\L 11/\Zl\HJJ:J: 
'.l'his product is toxic to firJh, blnl:J and wlldlife. 'l'his 
product can pose a seco11cla1:y haznrd to birds of prey and 
111.:111u11als. l<eep ou l: of any body of Hater. 

S'l'OHJ\GI~ l\.ND PlSl'OS/\L: 
Store in orl~1im.1l container 111 areas itmccessible to small 
children and petu. Ua:lt t11<1l: ca1111ot be WJecl accorcll.ng to 
label i11str11cl:io1w 1111.tst IJe J.Lsponed of accorcll11g to applJ.cable 
federal, sl:al:e, or local proceuureG; · 

• .. 

I. 

·, '\ 

I I ~ 

•• • • •. • •• • • • • •· • • .. 
• ••• 

•••• ••• • • ••• .. 
• ••• • • •••• • 

••• • • • • • • • • • • • • • • • • • • • • • • • • 

• • • • • • • • • ••• • • • • 

'" 
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' f.::HOl'l'l' Pl\MEJ, 
(lli\J:i"Im'l) 

ll-COl'I 
HE:l\!JY. 11MIXL~U Gl!:NE'W\'L'.IOU H 

10,lls Hnts Ii Mlce 

HEf\DY-'lD-USE BJ\l'l' 'l'H.l\Y 

J\IJVJ\llCEIJ J\U'.L'ICOf\GULJ\N'l' FOHMUL/\ 
*Ca11 kill i11 (>Ile feecli11g 

l<Il~LS ~Jl\llFJ\llUl-Hl~SIS'l'J\N'l'. NOH\'Jl\Y H/\'l'S 

!<ILLS \'/l\HFJ\ltlN-Hl~SlS'l'J\Hl' HOUSE MICE 

CJ\IJ'l'lOM: L<EE:P Oll'l' m· lml\Cll OF CllILIJHEN 
May be 11ar111[ul or fotal; if mmllowec1. 
Head allditi011.:IJ. precautio11ary statements on sic.le 
PllllCl. 

J\C'l'J.VE: n1caumrnM'L': Droll :Lfocou111 , 
3-l J-( '1'-br0111u-[l1l1-blpl1e11yl 1-'1-yl )-
1, 2, J, 1J-tot1:t1liydnJ-l-11aptlmlcmyl ]-'1-llyroxy-211-l-
ber 1zor1yrrn 1-2-;-o11e ••••••••••••• ,., •••••• , •••••••. ~. 0. 005?. 
IllEH'l' HJGHlmU:t·J'l'S ••• , • , •• , , , , •• , , , :. , •• , , , • , •• 99. 995't 

'l'O'l'JH_, iuo. ouoi 

*Fin1l: doa<l rode11l:u will uppear four 01~ five days atlcr 
l:rc.-:1l111(!J1t be9:L11u. 

NWL' WJ'. 3, 0 Oz, Ball: 'J.'rays ( 05 ~J) 
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• :r 

,. 

. 11/\CI~ P/\NEL 
· Tn!Ui'TI'U\-Y l · 

PHEC/\ll'l'IOHf\!{'f S'l'l\'i'El·ll~N'l'S 

Hl\Z/\HIJS 'JD I IUM/\1'1S /\ND IJOMEEi'l'IC /\NIM/\LS 
Place bait in areas 11ol: accessible to chi],dre11, pets, 
domestic .:u11.111als or \vlldlife or in tamper reslotant 
bait boices. 

C/\UTION: May be 11arn1l:ul or fatal if swalloweu. Keep 
away from hu111<.111!;, clrn11estlc a11l.111nlo, a11d pets. Wanh 
hands after halllUllllJ b<1.lt, IL~ IJ/\I'l' IS E/\'J.'EN UY llUMJ\NS, 
CALL A l'llYSJCl/\U A'.I.' Ol-ICI~. Fur 2'1 liour emergency 
assistance, Ci.I.LL yrnu: local Poluo11 Control Center. IF 
IJAI'.L' IS E/\'.L'EH UY /\IHM/\LS Oil l'l;:n;: Call your locill 
veterlrwrJrn 1, 

Nal'E 'l'O Pll'W.lC.11\f'I J\lol() VE'L'EIUM/\lll/\N: 'l'iil.s product 111ay 
reduce tlH:! c.Lottin9 i.1bLlity o.f. tlie blood 1md cause 
liemon·l1<1q:ln9. 'J'lie rn1t1coa~1ula11t action of this product 
may produce prolon<Jed r1rotl11:0111L>ln ti111e!J for 20 to 30 
days after eicposuro, II'. po.lsu11l11g occurs, 111trrn11uscuJ.m· 
and oral admJnistrntio11 of VJtw11.l11 I< ar~ l11cllcnted, as 
in poiso11l119 from nven'lo!Je of cHcu111af'ol ( blohydrony 
coumarln). FOil llUM/\ll CJ\SES: Vitrn111.n I<

1 
ls a11tlclotal at 

doses of JO to 20 1119 ( 11ot 1119/kg). He[ieated treat111entn 
may need to be lJ l. ven for. up to JU dayµ ( b't:isecl 011 
111onitori11g of protl1co111bJ11 U111dl3). In severe cases, blood 
transfusio11n 111<1y be 11ecesm1ry. 
FOil l\MIM/\I~ CN:iE:.:.i: Vlti~~11d11 1\1. ls ~nticlotnl at .. 5 1119/kg 
(based P11 1110111 tod.11~1 01: pro ti 1ro111ln11 ti111ea). 111 nevere 
cases, blood tra11sfusiu11s 111ay be neceµsary. 

See ouler box for complel:e D:l.rectlo11s tor Uoe. 
I 

'l'llE d-COl-l COMP/\NY, lNC. 
Sub.sicHary or: [ile1:.U111J 1Jru~1, l11c., 22S Su11u11lt J\ve11uef 
Mo11tvalep I-Id !J'/Gil!:i U.fJ.J\, 
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Fom; Approved. OMB No. 2070·0060. ApprOllal •~plrea 9·30-90. 

VIR MENTAL l"ROTllCTI N AGEN Y 

&EPA OFFICE OF PESTICIDE PROGRAM (TS-717) 
WASHINGTON, D.C. 20410 0 

APPLICATION FOR PESTICIDE: :!~~~::~~oN A 

Pl ... rHd lnatructlona 
on nl¥el'M before com· 
pletlng. 

I. COMPANY PRODUCT NO, 2. DATll: 

3282-IR 
II. NAME AND ADDRESS OF APPLICANT 

The d-Con Company Inc . 

6/27/88 

Subsidiary of Sterling Drug, Inc. 
225 Summit Avenue 
Montvale, New Jersey 07645 

OcHECK 1F THIS 1s A NEW ADDRESS 

6. PRODUCT NAME 
R d-Con Ready Mixed Generation II 

1. SUBJECT OF AMENDMENT 

SECTION I 
3. PRODUCT MANAGER 

W. Miller (PM-16) 

SECTION II 

0RESUBMISSION IN RESPONSE TO AGENCY LETTER DATED --------

0P'INAL PRINTED LABEL IN RESPONSE TO AGENCY LETTER DATED -------

~OTHER (explain below) 

4 . PROP ED L 
[XjGENERAL 

RESTRICTED 

Label amendment (due to formula change), i.e . , delete list 1 inert, 
Rhodamine B, from formula and label. 

I. WILL THIS PRODUCT BE PACKAGED IN: 

CHILD-RESISTANT PACKAGING DYES 0No 

UNIT PACKAGING DYES 0 NO 

SECTION Ill 

If YES; unit pkg. wt. ----- No. per container-----

WATER - SOLUBLE PACKAGING. 0 YES 0 NO 

If YES, pkg. wt. No. per container -----

3. LOCATION OF NET CONTENTS o6 , SIZE(S) OF RETAIL CONTAINER 

0LABEL OcoNTAINER 

Z. TYPE OF CONTAINER 

0METAL 

0PLASTIC 

0GLAS:!i 

0PAP•R 

OoTHER (Specify) 

II. LOCATION OF LABEL DIRECTIONS 

OoN LABEL 

I . MANNER IN WHICH LABEL IS AFFIXED TO PRODUCT •••• • • • •• • D LITHOGRAPH OoTHER (Specify) • • •• • • 

OoN MATERIAL ACCOMPANYING PRODUCT 

0PAPER GLUED 

0STENCILED 

SECTION IV 

1. CONTACT POINT (Complete Item• directly below for Identification of lndluldual to be contacted, 
If neceNary, to proceu thll appllcatlon). 

NAME 

John J. Domanski, Ph.D . 

TITLE TELEPHONE NO. (Include 
Area Code) 
201-573-7673 

z. s. TITLE Director of 
T 

I. DATE SIGNED 

PREVIOUS EDITION IS OBSOLETE. 

• • • • • • • • • 
•• • 

• • •• • • 
6 . DAt ! APPLlc! 

•if;~d) 

~"(RECEIVED 

•• 
• • ••••• • 

• •• • • • • •• 
•• • • • • ••• 
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INSTRUCTIONS 

GENERAL 

Thi• form la to be used for all eppllcatlons fur new and amended registrations for pesticide products. 

In order to process an application for new registration submitted on this form, the following material must accompany the appll· 
cation: 

1. Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (If not sxsmpttld by 40 Cri1 1.:,-. :1-1101. 

2. Confidential Statement of Formula (EPA Form 8570-4) . 

3. Five copies of draft labeling. 

4. Thrff copies of any data submitted. 

Sybminjon of Labe1ing • Labeling should first be submitted in the form of draft labels with all applications for new registration. 
Such draft labels may be in the form of typed label text on 8 1/2 x 11 Inch paper or as a mock-up of the proposed label. If prepared 
as a mock-up it should be constructed in such e way as to facilitate storage in an 8 t /2 x t t inch file. Mock-up labels significantly 
smaller than 8 1 /2 x 11 inches should be mounted on 8 112 x 11 inch paper for submission. 

Submission of O!!la • Data submitted in support of this application must be submitted In three copies. In order to facilitate review, 
each type of data submitted must be bound separately; and clearly identified on the front cover including the data submitted. 

A copy of the application form and a copy of the label should be bound in each separate volume of the data. 

ALL DATA FOR WHICH CLAIMS OF CONFIDENTIALITY ARE ASSERTED MUST 
BE SUBMITTED, BOUND SEPARATELY AND CLEARLY MARKED AS SUCH. 

SPECIFIC 
Please read the instructions listed below before .completing this application . First determine tne type of registration action, ll1tad 
in BLOCK A, for which you are submitting th is epplication. For applications submitted in connection with NEW REGISTRATION 
actions, Sections I, 111, end IV must be completed by the applicant. For applications submitted in connection with amended registration 
actions, Section I, II, and IV must be completed by the applicant. 
BLOCK A - Check the appropriate action for which you are submitting this form. 

*tion I· This Section must be completed for !;!Q!b REGISTRATION and AMENDED REGISTRATION actions. 

1. ComSenv /Product Number - Insert your company number, if one has been assigned. This number may have been assigned to you 
es aasiC reg istrant, a distributor, or as an establishment. If application is for an amendment, insert the registration number of 
the product. 

2. Q!!! - Fill In the appropriate date. 

3. Product Manager - If known, fill in the name and number of the Product Man,ger. 

4. Proposed Classification ·Specify tha proposed classification for this product. 

6. Name and Address of Applicant • The name of the firm or person and address shown in your application is the person or firm 
to whom registration will be issued. If you are acting in behalf of another party, you must submit authorization from that 
party to act for them in registration matters. 

An applicant NOT residing in the United State• must have an authorized agent residing 
In the United States to act tor them in all registration matters. The name and complete 
mailing 1ddr11S of such an agent must accompany this application. 

6. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to 
this product only. Duplication of names is not permitted among products of the same compapy. Do not include any brand name 
or company line designations. 

AMENDMENT INFORMATION 

Section II· This Section must be completed for all applications submitted in connection wlth AMENDED REGISTRATION . 

1. Sub ect of Amendment • Check the appropriate block, a!\(I provide a brief explanation of the purpose Isl for the amendment, such 
es: 't e ittOQ • 'te, pest, or crop"; "to change inert ingredient"; "general label revisions of precautionary stetemenu", etc. 

• • • • •• :•: .. CACKAGING AND CONTAINER INFORMATION 
• • • • Section Ill - This se.ctio~ '"ust b compll!'ted for all applications submitted In connection with NEW REGISTRATION. 

• • • • ••••• 1. Type of Pecka · Oheck the aP!Jropriate block if you product will be packaged in the Indicated packaging types. Indicate the 
size of the ind.., idu11.A11ckets 'lP.rf\lmber per retail container. 

• • 
2. Type of Aetall"eontainer • lncU C"e of container In which product will be marketed. 

• • • 
3. Location of Net.C901ents • lnd1 ,,,a location of the statement of net contents. 

• • • 
4. Size(s) of Retall"CdMainer - Specify the net contenu of ell retail containers for your product • 

• •• 
15. ocation of U !Ji e fion - Indicate the location of the use directions for your product. 

6. Manner in which label is affixed to product • Indicate the method product labeling is attached to retail container. 

CONTACT POINT 

Section IV· This Section must be completed for!!! REGISTRATION and AMENDED REGISTRATION appllcat1on1. 

1-6. Self-e1ep1anatory. 

8. EPA Usa Only. 

EPA Form 8570-1 (Rev. 6-81) REVERSE 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 

June 27, 1988 

Mr. William H. Miller (PM- 16) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
U. S. Environmental Protection Agency 
Crystal Mall, Building #2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Mr. Miller: 

Re: d-CON Ready Mixed Generation II 
EPA File Symbol 3282-IR 
Application for Amended Petition 

The d-CON Company, Inc., Subsidiary of Sterling Drug, Inc., wishes 
to amend its application dated April 4, 1988. This amendment is 
necessary because  

t   by 
removing Rhodamine B and substituting another dye. Since the 
Rhodamine B is no longer present, the "Toxic Inert Ingredient" 
statement is no longer appropriate. Therefore, we are submitting 
amended labels deleting the "Rhodamine B" statement from the 
revised label submitted wi th the April 4, 1988 appl ication. There 
are no other changes to this label. 

Attached is a completed Application for Pesticide Amendment (EPA 
Form 8570- 1, Rev. 5- 81) and five (5) copies of the revised label. 

I understand that the Agency may require additional efficacy data. 
d-Con agrees to conduct any appropriate studies, but requests that 
we be granted a conditional registration until we can conduct 
these studies. I also understand that it will not be necessary 
for d - CON to submit a revised Confidential Statement of Formula 
(CSF) because  

 will be identical to 
the old product. If, however, the Agency requires a new CSF, 
please call me (201 - 573- 7673) and I will submit the information a s 
soon as possible. • ••:•. 

•••••• •• • • • • 
As far as the alleged de f iciencies in our origina} ap~licfi.t!pn 
that were listed in your letter dated May 9, 1988:·~--o.ndetSt5ftld 
that this matter has been cleared up. R. Bruns of h~·offiUee apoke 
to Ms. Maureen Sheryl and it was determined that •aeoe were•na 
deficiencies and that the application was being p~9~~ssed as 
submitted. • ••. • • 

. . . . . c ont 1 d ... .. 

• manufacturer of pesticides, energine and other household products. 

' 

•• • 
•• • • • • ••• 

Subsidiary of Sterhng Drug Inc 281
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- _ ....... 

Mr. William H. Miller (PM-16) 
June 27, 1988 
Page 2 

If any part of this application is deficient, we request the 
Agency consider granting us a conditional registration. Anything 
that you can do to expedite the processing of this petition would 
be greatly appreciated. 

Sincerely 

<J!;_Q4.d 
Director of Toxicology 

JJD:ck 
Enc. 

•••••• • • • 

• ••• • • • •• • 
• • • • • • 
•••••• • • • • •• 

•• • • • • • •• 
••• • • • • • • • • • • • • • • • ••••• • •• • • • •• • 
•• • • • • •• • 
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~~f)0 
Mr . Robert L • .&trns 
The d - Con Company , Inc . 
Subsidiary of Sterling Drug , Inc . 
225 Summit Avenue 
Montvale , NJ 07645 

Dear Mr . Burns: 

Subject: d-Con Ready Mixed G neration II 
EPA File Symbol 3282-IR 
Your Application Dated March 4 , 1988 

ft! 
13 

The labeling referred to above , submitted in connection with registration 
un er the Federal Insecticide , Fungicide , and Rodenticide Act , as amende , is 
not acceptable for the reasons given below . 

1 . The Agency has reviewed your product efficacy data (MRID No . 406325- 02 ) 
and does not find it applicable to the product you intend to sell 
for the following reasons: 

a . The brodifacoum concentrate has been reformulated ; therefore , 
your efficacy tests were conducted on the old product. 

b . It is unclear that the product sold over-the- counter will 
actually be the same as the ready-to- use product (EPA 
Registration No . 3282- 74) that has been crushed in a roller 
mill . Will this be the exact manufacturing process us d when 
this product is registered? Will the manufacturing process 
(MRID No . 406325- 01) you submitted for "Formula DD- 5022" be 
the same as that used for the subject product "d - Con Ready 
Mixed Generation II? Also , with your next submission please 
submit the sieve size of the subject produc t . 

The Agency can make your storage stability test conditional 
upon registration but considering all the uncertainties 
cannot make the efficacy require nt conditional for this 
pending registration . As you are ~ware , the Agency ha allow d 
the efficacy requirement to be submitted later for many of 
your registered products but these produc ts did not have so 
many unanswered questions . 

53285:I :Palmateer : CBI-1 3 : KENC0: 9/1 3/ 88 :1 2/8/88 : CT : VO : JH :aw 

CONCURRENCES 

:::::. ~ ··· . . ,.... .. , . ······t ....... i- ·· .... ··j ··· ... , ..... ··t ...... . 
.................. ······· ··· ···· ·· · ········ ··· ······· ················· · ············· ···· ···························· ····················· ······ 

DATE 
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-2-

c. W note the test d formulation had only arginal effic cy 
for r ts and as u.me any new data that incorporates the 
appropriate formulation will b more efficacious . 

2. Certification With Respect to Citation of Data - You did not 
indic t whether you wer using th Selective M thod or the 
Cite-All Method . Please resubmit the form. 

3. Confidential Statement of Formula (CSF) - Your CSF dated April 4, 
1988 indicates your product will not meet the lab l claim . Also, 
columns 14 •• and 14.b. mu t b the percent pure active ingredient 
not percent of concentrate. Please resubmit a new CSP . 

the Rhoda ine statem nt. 

William n. Miller 
Product Manager (16) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767) 
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FRONT PANEL 
(OOX) 

d-CON 
READY MIXED GENERATION II 

I 

4 READY-TO-USE BAIT TRAYS OR 16 READY-TO-USE BAIT TRAYS OR .zl1 
ADVANCED ANTICOAGULANT FORMULA 

,*Can Kill in one :feeding 

Kif ls Rats & Mice 
KILLS WARFARIN-RESISTANT NORWAY RATS 
AND WARFARIN-RESISTANT HOUSE MICE. 

*RATS AND M.ICE WILL DIE WITHIN 4 OR 5 DAYS 

GOOD HOUSEKEEPING SEAL: 
Good Housekeeping promises a limited warranty to 
consumers. Replacement or refund if defective. 

Flavor attractive to rats and mice 
Palatable Formulation 

ACTIVE INGREDIENT: Brodifacourn 
3-[3-(4'brorno-[l,l'-biphenyl]-4-yl)
l,2,3,4-tetrahydro-l-napthalenyl]-4-
hyroxy-2H-l-benzopyran-2-one . -••• o .005% 
INERT INGREDI~NTS •••.••••••••• 99.995% 

TOTAL 100.000% 

The product contains the toxic inert ingredien~ Rhodamine B. 

:;· .~. < . ''}"g..;r.' ":T: 
1 :· ,1 'I •. : . .' ! ; 11 i'r"':/,'"r' 
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NET wr. 12 OZ. ( 340 g) 
NET CONTENTS 4/3.0 OZ. (85 g) 

OR 
NET WT. 3 LBS. . OR 

NET WT. 4.LBs:·a oz. 
NET CONTENTS 24/3 OZ. NET CONTENTS 16/3 OZ.' 

CAUTION: Keep out of reach of children 
May· be harmful or fatal if swallowed 
Read additional precautionary statements 
on side panel 

Bottom of Box 
d-CON Kills Rats & Mice 
Ready Mixed Generation II 

KILLS WARFARIN-RESISTANT NORWAY RATS 
AND, WARFA.-qIN-RESISTANT HOUSE MICE 

·1' .t 

' .I 

.I 

" 1: .. 

' ; ' 

.. 
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1'0P PANEL 
( 130X) 

d--CON READY MIXED GENERATION 

Kills Rats and Mice 

4 Ready-To-Use Bait Trays 

OR 

16 READY-TO-USE BAIT TRAYS 

OR 

24 ' READY-TO-USE BAIT.TRAYS. 

. : . ... 

·~ ' .. 
.... i: 

·' 

·.j, 

:.,·· 
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" 
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RIGHT SIDE PANEL 
( G())\) -----

d-CON 

READY ~1IXED GENERATION I I b 

ADVANCED ANTICOAGULANT FORMULA 

Kills 

Rats & Mice 

From d-CON 
America's #1 
Rat Killer 

Advanced 
Anticoagulant 
Formula 

Can Kill 
in One Feeding 

Satisfaction 
Guaranteed or 
Your Money Back 

The d-CON Company Inc. 
Subsidiary of Sterling Drug 
225 Summit Avenue 
Montvale, ·New Jersey 07645 U.S.A. 

•,.' 

r· •,:• ~ I 

:' •:: 
;'. ·.;: 

·· .. · 

.. >·; "~ 
. ·~ :, ' 
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LEFT SIDE PANEL 
(BOX) 

d-CON 

READY MIXED GENERATION II 
ADVANCED ANTICOAGULANT FORMULA 

Kills Rats & Mice 

Kills 
Warfarin-Resistant 
Noi:way' Rats and 
Warf arin-Resistant 
House Mice 

ti 

··''; 

NarICE TO BUYER AND USER: Seller warrants that this 
product conforms to the chemical description on the 
label and. is reasonably fit for the purposes stated on 
the label when used in accordance with directions under 
normal conditions of use. This warranty does not extend: 
to the use of this product contrary to label instruc- .- I·. 

tions, or under abnormal use conditions,,or under 
conditions not reasonably foreseeable. to Seller, and 
Buyer and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL arHER WARRANTIES EXPRESSED OR 
IMPLIED, INCLUDING ANY WARRANTY OF FITNESS OR MERCHANT
ABILITY. SELLER SHALL Nor BE LIABLE FOR CONSEQUENTIAL, 
SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT AND SELLER'S SOLE LIABILITY AND· 
BUYER'S AND USER'S EXCLUSIVE REMEDY SHALL BE LIMITED TO 
THE REFUND OF THE PURCHASE PRICE. 

EPA Reg. 
EPA Est. 

No. 
No. 

3282-
3282-0H-l or 2393-WI-l 

See Bottom of Box 

Satisfaction 
Guaranteed or 
Your Money Back 

! I 
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" 'I 
BACK.PANEL 
(BOX) •· 

'I 

I : 

READY MIXED GENERATION II 

: ' ~ 

I:, 

I ADV:AHCED ANTICOAGULANT FORMULA 

APPLICATION DIRECTIONS: 

I &., \ .• 

Kills 
Rats&: 
Mice '' 

l~ Place ·one ready-to-use bait tray in each potential 
way locations; wh~re rodents are likely to find them. 
to c?ildren or nontarget marrunals or birds. 

For House Mice: Use only one tray per location. 

: 
, . ~ 

feeding 
Do not 

. [. 

·I 

For complete control, continue baiting for at least ·1s· days. If you are 
of reinfestation, from: adjoining property, permanent bait stations should 
be checked· periodi~ally. , . 1 

" • . . . • 

' .. ·NOTE: Underline denotes bold face ty-peo 

'. :~ 
' " 

,'•' 
·. l 
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; ' 

DACK PANEL (Continued) 
(BOX) 

PTIECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

I ' 

.. ,1 

CAUTION: May be harmful or fatal if swallowed •. Keep away:• 
from humans, domestic animals, and pets. Wash hands after 
handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN 
AT ONCE~ For 24 hour emergency assistance, call your local 
Poison Control Center. IF BAIT IS EATEN BY ANIMALS OR PETS: 
Call your local veterinarian. 

' ' 

NOTE TO PHYSICIAN AND VETERIN~IAN: This product may redltce 
the clotting ability of the'blood and cause hemorrhaging. The 
anticoagulant a·ction of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If 
poisoning occurs,' intramuscular and oral administration ,of 
Vitamin Kl are indicated, as in poisoning from.overdose of 
~~cumarol (bishyqroxy coumarin). FOR HUMAN CASES:· Vitamin K1 
is antidcital at doses of 10 to 20 mg (not mg/kg). Repeated 
treatments may need to be given for" up to 30 days (based on 
Il)<;mi tor~ng of prqthrombin times) • In severe c~ses, blood 
ttansfusions'may be necessary. , 
FOR ~IMAL CAsES:' Vitamin K1 is antidotal at 5 mg/kg intra
muscularly. ,oral Vitamin K1 should be given for up to 30 days 
at 5 mg/kg (based on monitoring of prothrombin times). In 
sever~ cases, blood transfusions may be· necessaryo 

EHVIRONMENTAL HAZARDS: 
This product is toxic to fish, :birds and wildlife" This 
product can pose a secondary hazard to birds of prey and 
marmnals. K·eep out of any body of water. 

I ' 

S;IORAGE ~D: DISPOSAL: 
Store in original container in areas inaccessible to small 
children and pets. Bait that cannot be u~ed according to 
label ~nstru~tions must be disposed of according to applicable 
federal, state, or local procedures. 

! ~ . l 
:·t 
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FH.ONT PANEL 
(BAIT TRAY) 

d-CON 
READYRMIXED GENERATION II 

Kills Rats & Mice 

READY-TO-USE BAIT TRAY 

ADVANCED ANrICOAGULAN'r FORMULA 
*Can kill in one feeding 

KILLS WARFARIN-RESISTANT.NORWAY RATS 

KILLS WARFA1UN-RESIS+1ANT HOUSE MICE 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
May be harmful or fatal if swallowed. 
Read additional precautionary statements on side 
panel. · 

ACTIVE INGREDIENT: Brodifacoum 
3-[3~(4'-bromo-[l,l'-biphenyl]~4-yl)-
l,,2 ,3 ,4..:.tetrahydro-1-napthalenyl ]-4-hyroxy-2H-l-

\• . 

benzopyran-2-:-one . • • • • . . • . . • • • • • •• 0. 005% 
INERT INGREDIENTS . . • • • • . • •• ••••• • • • • • • • 99. 995% 

TOTAL i00.000% 

The product contains theutoxic inert ingredient Rhodamine 

*First dead rodents will appear four or five days after 
treatment begins. 

NET WT. 3.0 Oz. Bait Trays (85 g) 
;·, 
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131\CK PANEL 
(BAIT 'l'RAY) 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

:· 

Place bait in areas not a8cessible to chiidren, pets, 
domestic animals or wildlife or in tamper resistant 
pait b<;>xes. i: , 

CAUTION: May be harmful or fatal if swallowed. :Keep 
away from humans, domestiC animals, and pets,: · Wash 
hands after handling bait~ IF BAIT IS EATEt':1·1BY·HUMANS, 
cALL A PHYSICIAN AT ONCE. F01~ 24 hour 'emerg~ncy ' i 
assistance, call your loc~l Poison Control Ce!nter. IF 
~AIT ~S ~TE~ BY ANIMALS o

1
·;R PETS: Call your:local 

y~ter1u~r~aq. . c~ • 

: • j •. ! . . L . . 
NarE TO' PHYSICIAN AND VET{!RINARIAN: 'Th1s•product may 
reduce the clotting abilify of the blood and cause 
hemorrhaging. The anticoagulant action of this product 
may produce prolonged pro'thrombin' times" fbr 20 to 30" ". 
days afte( exJ?osure. If poisoning occurs, intr?muscular 
and oral admi~istration o~ Vitamin ~1 :ar~. indic~ted, as 
in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CAS~S: Vitamin Kl is antidotal at 
doses of 10. to 20 mg (not'. mg/kg). · Repeated treatments 
may need to be given for ,!..Ip to 30 days; (based On 
m0nitodng of prothrombini times)~ In severe cases, blood 
t,ransfu~ions may be necessary. ' 
'FOR ANIMAL .CASES: Vitamin K is antidotal at 
(based, on monitoring of prot~rombin times). 
c~ses,' blood transfusions may be necessacy. 

'! 

5 mg/kg 
In severe 

I ; , 
See out~r box for complete Directions for Use. 

'THE d-CON COMPANY, INC. 
Subsidiary of Sterling Drug, Inc., 225 Summit Avenue, 
Montvalep NJ 07645 U.S.A. 

'' •I• 
1. 

I,' 

i. 

:·, .. , 
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- . . · .... . .. . .. 

REGISTRATION DIVISION DATA REVIEW RECORD 
Confidential Business Information - Does Not Contain National Security Information (E. 0. 12065) 

A 

1. CHEMICAL NAME tR ft&dvlk~ 
2. IDENTIFYING NUMBER v 3. ACTION CODE 4. ACCESSION NUMBER TO BE COMPLETED BY PM 

-:5~6 d-T.fi 161 :4oG ~;;;;~ 5. RECORD NUMBER 

Q~S r:, <.L 6 
6. REFERENCE NUMBER 

I 
7. DATE RECEIVED (EPA) v 

a 0 --oS -- f-
8. STATU"'fJRY DUE DATE~y 

0 -1 ?-
9. PRODUCT MANAGER (PM) 

~•LLE~ 
10. PM TEAM NUMBER 

10 
14. CHECK IF APPLICABLE TO BE COMPLETED BY PCB 

e 0 Public Health/Quarantine 0 Minor Use 11. o(, s:N~ Ts~DfSk" 
D Substitute Chemical 0 Pert of IPM 

12. PRIORITY NUMBER 

D Seasonal Concern 0 Review Requires Less Then 4 Hours 
13. PROJECTED RETURN DATE 

15. INSTRUCTIONS TO REVIEWER F. INSTRUCTIONS I 
J D Total Assessment - 3(c)(5) c. D BFSD RriDEA.!Ti GI()£ -m A. HED 0 

!~- 0 Incremental Risk Assessment - D. ;\' TSS/RD 
3(c)(7) end/or E.L. Johnson ! 
memo of May 12, 1977. E. D Other 

B. SPRD (Send Copy of Form to SPRD PM) 

D Chemical Undergoing Active GL ~ () C~j/,A C9/ /'1JJ~. i" # "" 

RPAR Review 

D Chemical Undergoing Active 
Registration Standards Review aJ~ ;0 Afj ~ ' 

16. RELATED ACTIONS 

e 
17. 3(c)(1)(D) 18. REVIEWS SENT TO 

I D Use Any or All Available Information D Use Only Attached Date DTB DEEB DEF On 
! Use Only the Attached Date for Formulation end Any or All 

D Available Information on the Technical or Manufacturing Chemical. D RCB D EFB 0 CH D BFSD 
... 

NUMBER OF ACTIONS 
~9. To TYPE OF REVIEW 

Registration Petition EUP SLN Sec. 18 Inert MNR. USE Other 

TOXICOLOGY 

ECOLOGICAL EFFECTS 
0 
w 
I 

RESIDUE CHEMISTRY 

ENVIRONMENTAL DATE 
~ 

oox CHEMISTRY~ ()f K ct""-J.7, ~ I 
00 ?. /'.ti ,/=r 7 I('~ !:: /( EFFICACY , 
0 I\. Oh#W:J-
[[ 

PRECAUTIONARY LABELING 

0 
00 ECONOMIC ANALYSIS LL 
m 

·' Representative 23. Date Returned to RD 24. Include an Original and 4 (four) 
~abel Submitted ~onfidential 

20 with Application 2 Statement of 22 0 Labels Showing (to be completed by Copies of This Completed Form 

Attached Formula · Accepted Uses HEDI for Each Branch Checked for 

llliiJ 
Attached Review. 

CDA C,..r.-Or:.."'1n_1":1 lr:Ja., 11.Q1~\ oacv1n11c:: r:n1T1nNc:: AAS:: nqsn1 S:TS: 

293



Reg. ## 3zez~IR Product name b-c~µ Ee.?2dy !-11 xed bi?,v,:;r 
Rec. 

PRODUCT CHEMISTRY CHECKLIST 

Please provide the requested inforrcation for the follONing checked items: 

l.K Suhnit the product specific product chemistry and the data rratrix 
for your product. Your product is not sufficiently similar to the 
product YO!;l r~ferenced. o,vL y l17-MV;-.;J.ctv71"'1;vq 1?'7"Vc.es.s 
~v./,H1~-c:ecf J r 

2. On the Confidential Staterrent of Formula (CSF) please provide the follONing: 

[ J 
[ J 
[ J 

*[ J 

~ 

[ J 

[ J 

[ J 

3. t><' 

4. [ J 

e 
s.);x( 
6. [ J 

7. [ J 

8. [ J 

9. [ J 

a) Provide pH of product or pH at a specified water dilution. 
b) density of product 
c) flash point of product 
d) flash point of product with the propellent. 
e) flame extension of proouct including flashbacks if noted 
f) l?:rouioo the \:lpper and lEMe;r eertified Limits based on the piaFe.. 

act i ·~ iftgFedients retJ reI tJ ran tJ te Lechniea:l er aeReeat;rate .-

g) 

h) 

i) 

Note that the lONer limit of the active nust be the same as the label claim 
in pure active form. (I 1".!:> 0 =F- CS F !!;hoc.JJd b e L z....b el cJ ;z../;,.,,) 
Provide upper and lON~r Certified Limits of the individually 
added inerts. 

Based on the current CSF dated i/$,~ product will not rreet 
the label claim for the active in edient. Please revise the 
label or the CSF so the information agrees. 

Please provide the 
1) 
2) 
3) 

chemical identity of all carponents, MSDS and CAS #s of: (two 
C'Opies reqd) 

The supplier rray contact us directly referencing your file symbol/EPA 
Reg. # in their response. 
For dyes, color index and CAS #s for all COl'lpOnents are required. For 
perfurres and flavoring all chemical carponents by CAS #s and % in the mixture 
nust be identified. Certify that flavors are of non-food type. 

Please update the label Storage and Disposal Staterrent per€8~or-~ 
Add a fcotnote to the label ingredient staterrent indicating: 
Contains petroleum distillates, xylene, xylene range aranatic solvent 

Add the headin9 PHYSICAL OR CHEMICAL HAZARDS to the label and the 
appropriate staterrent. See 40 CFR 162.10 

Since your data rratrix does not give a dielectrical breakdo.tffi voltage, 
you nust add the follONing to the use directions: 
Do not use this product in or on electrical equipment due to the possibility 
of shock hazard. 
Solvent used is not considered an active ingredient so either report it under 
inert ingredients on the label or provide the registration no. for the source 
pr<Xl.uct and justify its insecticidal properties. 

(see back page) 
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Reg. # -------
CHEMISTRY CHECKLIST CONT'D 

9. Data Matrix Requirements 

[ ] a) 

[ J b) 

[ J c) 

[ J d) 

[ J e) 
[ J f) 
[ ] g) 
[ J h) 
[ J i) 
[ J j) 

* [ J k) 
[ J 1) 
[ J m) 

[ ] n) 
[ ] o) 

[ J p) 

[ ] q) 

Statement of Catp05ition - a conplete description of the manufacturing/ 
formulation process. Describe equipment used, mixing tilre, temperature etc. 
Discussion of Forrration of [Unintentional] Ingredients - a brief 
description of irrpurities formed during the manufacturing/fornrula-
tion process, in packaging, or during storage. If you do not 
expect any irrpurities during these stages, please so state. 
Certification of Limits - upper and laNer limits of each active and 
individually added inert a::xcponent. The laNer limit for the actives, 
rrust be the sarre as the label claim in pure active ingredient form. 
Anal~cal Method - provide the methods used to analyze for the active 
ingr ents. 
Color - in CJllTCOn tenns. 
Physical State - e.g. solid, liquid, pressurized liquid, etc. 
Odor - in CJ11TCOn terms . 
DenSity - e.g. lbs/gallon for liquids or lbs/cu. ~. for solids. 
E!:!_ - provide pH of product or pH of a specified water dilution. 
Oxidizing or Reducing - note these characteristics if any. 
Flanmability - flash point/flame extension. 
E:xplodability - note these characteristies if any. 
Storage Stability - the formulated prcrluct rrust be analyzed for its 
active ingredient at time zero and during a year of storage. The 
storage should be in warehouse conditions of temperature and humidity 
and stored in similar containers yoo will be using in the trade. 
Note: For the Storage Stability study you cannot reference the 
concentrate you are using to formulate your product. 
Viscositr - can be expressed in centipoise or centistokes. 
Miscibility - note these characteristics if product is an emulsi
fiable liquid and mixed with oil. 
Corrosion Characteristics - this inforrration can be noted during 
the storage stability study. 
Dielectric Breakdown Voltage - for products used near electrical 
equipment. 

F ,A//// /O,/I/ n e/f/'6?.-l #2. 2=-c2 ?""' d .$;. 

/#co~/' le t::e. 

295



\ 
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I . 

IRB BRANCH REVIEW - TSS 

Record Number(s) 

223646 

:DI ·6/3/88 Clll''l /10/88 

. EFFICPCT 

3282-IR 
-FILE OR REG. NO. 

PETITICN OR E<P. PERMIT NO. 

TYPE PRCCOCTS (S) : I, D, h I F, N, s 

DATA ACCESSICN OO(S). 406325-00 
~~~~~~~~~~~~~~~---'=='---~~~~~~~ 

406325-01 406325-02 

PRCDOCT NA.i."1E(S) d-CON READY MIXED GENERATION II 

The d-Con Company, Inc. 

O:iDfIOL & FOR.t-.1.JL.?..TICN 
Q.005%•Brodifacoum dry bait 

I ~~~~~~~~~~~~~~~~~~~~~~~~-

! 

•,. 

· .... - ~. . : ' .. :.:· . .'.,-·,r,..:/ .. ;::~·:'.~·.·,;:~-·~ . .. · .:.:; • • .:. •, -~ • ·,·-... ·.', ••. '..·; ' -· ·"·' • 
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Efficacy Review: d-CON READY MIXED GENERATION II, 3282-IR 
The d-Con Company, Inc. 
Montvale, NJ 07645 

200.0 INTRODUCTION 

200.1 Uses 

A 0.005% Brodifacoum crushed pellet bait proposed for registration to control 
Norway rats, roof rats, and house mice "in and around homes, industrial, 
commercial, agricultural and public buildings. As with many other d-Con rat 
and mouse baits, this product would be sub-packaged in 3-oz. bait trays. 

200.2 Background Information 

This is a new application, or at least the first time that a submission for 
this product has passed the "screen". The applicant claims that the product 
formulation is identical to that of "d-CONR LIM-NS'" Rat Killer, EPA Regis
tration no. 3282-74, in every was exce~t physical form." The new product is 
said to be made by "crushing the LIM-N pellets to a crumbled product with a 
specific sieve analysis and bulk density". 

201.0 DATA SUMMARY 

The manufacturing process statement submitted for this product indicates that 
 

 
 

The proposed label states that the product contains Rhodamine B.  
 

  

Although the product is said to correspond in ingredient composition to a 
registered product (3282-74) for which efficacy data have been accepted, the 
applicant is still required to run efficacy studies on the new product as 
bait form can have a profound effect on the acceptance and, therefore, the 
efficacy of rodenticide baits. In fact, the efficacy data submitted by d-Con 
demonstrates that altering the form of the bait affects its efficacy. In 
this case, the effect was negative -- over a small, but critical, range. 

d-Con submitted reports of two separate efficacy test each for laboratory 
Norway rats ("CD" albino strain, Charles River Laboratories) and for labora
tory mice (Swiss-Webster strain). Test protocols used were reported to be 
the "acute" methods (1.209 for rats, 1.210 for mice). These methods are 
often used for "second-generation" anticoagulants such as Brodifacoum justify 
the "single-feeding" claim on the label. The main difference between these 
methods and the methods traditionally used for antcoagulant baits (1.203 
for rats, 1.204 for mice) is that the acute methods use only a 3-day bait 
exposure period rather than the 15-day period used in the anticoagulant 
tests. OPP's policy has been to permit use of the 3-day exposure period but 
to require that the 33% bait acceptance criterion for anticoagulants be met. 
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2 

The efficacy tests were run at the College of Veterinary Medicine, Missis
sippi State University, under the direction of James G. Miller, a long-time 
consultant for d-Con. The mouse test was modified somewhat. Four groups of 
five animal each were run instead of the 20-animal group test described in 
the protocol or the separate testing of 10 males and 10 females that is the 
most common alternative methodology followed in mouse tests. In Dr. Miller's 
tests, all animals in a five-animal group were of the same sex. The smaller 
groups were used "to reduce problems of access to the bait." I actually 
prefer the five-animal group size. This size has enough animals to enable 
sufficiently accurate measurement of bait consumption (which is difficult 
with singly-caged house mice) and does reduce competition for bait, thus 
making the test more of a choice test and less of a demonstration of animals 
taking what is available. 

Dr. Miller also culled and replaced "aggressive animals" in the mouse tests. 
I agree with this procedure as it removes a possible confounding source of 
mortality (and bleeding); and it is likely that bait preferences and temper
ment are reasonably independent traits. 

Three analyses of the test bait showed 0.0055%, 0.0056%, and 0.0057% Brodi
facoum. These show good agreement and are within what should be acceptable 
limits of the amount (0.005%) claimed on the product label. The lowest 
of these amounts projects to the Brodifacoum concentrate in the product 
amounting a larger proportion of the bait than is claimed, even at the upper 
certified limit, in the CSF. As these certified limits are incorrectly 
specified anyway (the lower limit is below the nominal concentration), the 
best remedy would be to change the certified limits to accommodate reality. 
However, the problem of bait acceptance by rats would still remain. 

Results in the efficacy tests reported for 3282-IR were as follows: 

Species Test % Acceptance % Mortality Days to Death* 

Norway rat First 31.4% 90% 3 - 10 

Second 25.0% 90% 4 - 8 

House mouse First 45.3% 100% 4 - 13 

Second 48.8% 100% 4 - 10 

* Victims only 

Performance in the mouse tests exceeded EPA's anticoagulant bait criteria of 
33% Acceptance and 90% Mortality. Results in the mouse test fell short of the 
Acceptance criterion and just met the Mortality figure. Data on individual 
rats showed that three of the four rats not killed in the two 20-animal tests 
consumed cumulative doses of Brodifacoum that were less than 2 mg/kg body 
weight. The fourth survivor took a cumulative dose of 6.45 mg/kg. One rat 
that died ingested a lower cumulative dose than did any of the survivors. 
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In his report, Dr. Miller also presents surrnnary data of tests with LIM-NS, 
the alleged parent product to 32S2-IR. Acceptance scores for 17 rat tests 
with LIM-NS were listed. These scores ranged from 32.0% to 62.7%, suggesting 
either variability in bait palatablity between batches or variability in 
acceptance behavior of the laboratory rats used (which would be more likely 
only if different strains were used). However, only one of these scores 
rounded to a value less than the 33% Acceptance criterion. The batch of 
LIM-NS ("TA 074") that was crumbled to make 32S2-IR for the tests under 
consideration in this review was accepted by rats at 33.3% and 35.4% when 
tested in its original pelleted form (which assays found to be 0.004S-0.0049% 
Brodifacoum). Mortality was 95% in both LIM-NS rat tests. 

In two mouse tests, batch "TA 074" LIM-NS was accepted at 53.3% and 55.1%, 
producing Mortality scores of 90% and 100%, respectively. 

Crumbling the bait appears to make it less acceptable to both species. 
Acceptance was greater than 40% for 11 of 17 batches for which data were 
reported. Use of a relatively poorly accepted batch of LIM-NS as a starting 
point for making 32S2-IR probably resulted in the crumbled bait's failing the 
efficacy tests. If a-Con's (or their Brodifacoum supplier's) quality control 
were sufficient to keep LIM-NS's acceptance by rats well above 40%, the 
acceptance of 32S2-IR would probably remain adequate (as opposed to the 
marginally useful range reported in the studies under discussion). I 
have difficulty comprehending why d-Con would want to go to extra effort 
(crumbling and sifting pellets) to make an inferior bait. (Note that lack 
of essentiality cannot be used as grounds for rejecting a pesticide appli
cation, although lack of efficacy can.) 

I suspect that both LIM-NS (32S2-74) and 32S2-IR products will be refor
mulated shortly to get rid of Rhodamine B dye. 

Use directions on the proposed label are acceptable. 

202.0 SUMMARY 

Proposed use directions for this product are acceptable. 

Efficacy data show acceptance by rats to be below the 33% criterion. (Note 
that the criterion holds for anticoagulants even if they are run in tests 
with only 3-days of bait exposure). To resolve this problem you may 

1) re-test the current formulation in hopes that the results reported 
were unusually poor for the formulation, 

2) reformulate to a more palatable formulation (and re-test), 

3) delete rat claims from the label and register the current formulation 
as a mouse only-product (in which case trays should contain 2-oz. or 
less of bait), or 

4) withdraw the application. 
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It appears that crumbling and sifting LIM-NB pellets might also slightly 
suppress acceptance by mice, suggesting that going to the extra effort might 
not be justified. 

William W. Jacobs 
Biologist 
IRB/TSS 
July 9, 1988 
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AT.rAC8MENr A 
FORMDIATOR'S EXEMFI'ICN STATEMENT 

EPA File Symbol/Reg. No. 3282- Product Name d-CON(R) Ready Mi xed Generation II 

Applicant's Nane and Address The d-CON Company, Inc . 

Subsidiary of Sterling Drug, Inc. 

225 Summit Avenue 
Montvale, N. J . 07645 

. As an auth.Orized representative of the applicant for registation of the 
product identified alxJVe,. I hereby certify that: 

(1) OUr product is an end use product, and it contains ·Che active 
ingredient(s): Brodifacoum 

~--------------------------------------·~------~ 

---~-------------------------------------------------------------... 
C2l Each active ih;ltedient listed in paragraph (1) is present solely 

as the result of the incctperation into the product (during fo:r:mulaticn or 
packaging) of another product which contains that active ingredient, which 
is registered under FIFRA sec:. 3, and which is purchased by us fran another 
producer .. 

( 3) Indicate by c:irc:linq the appJ:C9riate text which paragraph 
· applies-(A) or CB) : 

t1il1 An acc:ura~ Ccrlfidential Statement of Fomai la for the above 
iden~ product is attached to this statement. '!hat fOtltllla statement 
indicates, by c:atpany name, registration nmber and product name, the 
source of the active ingxedient(s,) listed in paragraph (1). 

e OR 

• 

-. 

(B) 'Ihe Confidential Statercent of Forn11Ja dated on file 
.with the EPA is ~lete, current and ac:airate and ccntains the infor:mation 
requi?:ed on the current CSF E'cmll No. 8570-4. 'lbe registered sa.u:ce(s) of 
the acti~ ingredient(s) listed in paragraph (1) is/are listed below: 

Di!ited: 4-4-88 

Salrc:&: Product Name ·and.J!79· ~~:·· 
• • • • • • • • • 

• • • • •• • ••• 
~--------------------~.~.~ .. ~.----~.~.- : 

Signature: 

Typed name: 

• • • • • ••••• 

Robert L. Bruns 

Di rector, Product Development 

• •• •• • 
••• • • • •• • 
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CERTIFICATICN WITil RESPECT TO CITATICN OF CATA 

EPA File Symb::ll/Reg. No . 3282- Date of application 4-4-88 

Name of Product d-CON(R) Ready Mixed Generation II 

Aoplicant's Name and Address The d-CON Company, Inc. 

Subsidiary of Sterling Drug, Inc . 

225 Summ it Aven ue 

Montva l e, N. J . 07645 

1 . This application is supported by all data sutrnitted or cited in the 
application. In addition, - if cite-all options ·-are indicated, this application 
is supported by all data in ~~e Agency's files that concern the properties 
or effects of this pr oduct or of any other product that is identical or 
substantially similar , and that is one of the types of data that would be . 
required to be su.t:mitted if this application sought the initial registration 
of a product of identical or s:irr.ilar canposition and intended uses under 
the data requirenents in effect on the date of approval of this application. 

2 . I certify that , for each study cited in support of this application 
for registration that is an exclusive use study , I have obtained the 
written permission of the original data sut:mitter to cite that study. 

3. I certify that, for each study cited in support of this application 
for registration that is not an exclusive use .study: 

I have obtained the written permission of the original data subnitter 
to cite that study: .2E. 

I have notified in writing the canpanies who have sut:mitted nata I have 
cited to support this application and have offered to: (al Pay canpensation 
for those data in accordance with section 3(c){l)(D) and 3(c)(2)(Dl of 
the Federal Insecticide, Fungicide and Rodenticide Act; and (bl COTrnence 
negotiations to determine which data are subject to the canpensation 
requirement of FIFRA and the amount and terms of canoensation due, if 
any. The canpanies I have notified are: (Check o~e) 

[ ] All canpanies listed on ~~e Pesticide Data Su.t:mitters List for 
all active ingredients contained in my product (Cite-all method or 
cite-all option under Selective Method). (Also sian the General 
Offer to Pav Statement below.) 

•••••• • • • 
•••• • • ••• 

[ ] Those canpanies who have sut:mittedl:Jtudies which I have 
cited (Selective method) ~ 

Date 4-4-88 . • • -· - · --Signature ____________ ..:...::;.-1---------------
• 

;; ..... 
Title • • Robert L. Bruns • • •••• 

Director , Product D~~~i~pmen~ •• • : ... 
• • • ••••• General Offer to Pay: I hereby offer and agree t~ pay ~pe~sation to . ·-. · . 

other persons , with regard to the aporoval of this application , to the •• • 
extent required by FIFFA sec. 3(c) ( l)(D) and 3(c)(2)(D). . • •.• • 

•• • 
Date --------~--- Siana tu re 

Tit le 
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COMPANY: 

STUDY TITLE: 

CONTENTS: 

The d-CON Company, Inc. 
Subsidiary of Sterling Drug, Inc. 
225 Summit Avenue 
Montvale, New Jersey 07645 

Volume I - Administrative Materials for the 
Registration of d-CoNR Ready Mixed Generation I I 
(EPA Registration No. 3282 - ) 

A. Application for Pesticide 
(EPA Form 8570-1; Rev. 5-81) 

B. Confidential Statement of Formula 
(EPA Form 8570-4; Rev. 2-85) 

C. Formulator's Exemption Statement 
(40 CFR 152.85, 4/85) 

D. Certification with Respect to Citation 
of Data 
(April 1985) 

E. Five (5) Copies Each of the 
Prototype Labels. 

• ••• • •••••• • ••• • • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•••• • •• •• • 
• 

• •• • • • •• • 
•• • • • • •• • 
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COMPANY: 

STUDY TITLE: 

DATA REQUIREMENT: 

AUTHOR: 

STUDY COMPLETION· 
DATE: 

PERFORMING 
LABORATORY: 

Page 1 of 3 

The d-CON COMPANY, I NC. 
Subsidiary of Sterling Drug, Inc. 
225 Summit Avenue 
Montvale, New Jersey 07645 

Volume IV - Brodifacoum Support Data 

Guidelines 158.20, 158.135, 158.160 

Not Known - Data not produced by submitter t 

Not Known - Data not produced by submitter 

Performed for/by ICI Americas Inc. 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•••• • •••• 
• 

•••• • • • •• • 
• 

• •• • • • •• • 
•• • • • • •• • 
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Page 2 of 3 

STATE MENT OF NO DATA CO NFIDENTIALITY CLA IMS 

No cl aim of confidentiality is made for any- information contained 
in this study on the basis of its falling within the scope of 
FIFRA SlO(d) (1) (A), (B), or (C). . 

Company: The d-CON ~· Company, In c. 
Subsidiary of Sterling Drug Inc. 

Director, Product Development ~tt1:::_88 --Company Agent : Robert L. Bruns 

•••••• • • • 
•••• • • ••• 

• • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• ••• • • • •• • 
• 

• •• • • • •• • 
•• • • • • •• • 
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Page 3 of 3 

@ ICI Americas Inc. Agricultural 
Products 

February 4, 1988 

Mr. William H. Miller 
Product Management Team (16) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 
U.S. Environmental Protection Agency 
Crystal Mall 2, Room 223 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Dear Mr . Miller: 

RE: d-CON Ready Mixed Generation II 
Letter of Authorization 

The active ingredient in the subject product is the rodenticide 
brodifacoum. An application for registration for the subject product has been 
filed by d-CON. All ICI data to support registration of the active ingredient 
brodifacoum are contained or referenced in the following ICI Americas Inc. 
files: Registration Nos . 10182-28, 10182-29, 10182-48, 10182-25, 10182-38, 
10182-39, 10182-40, 10182-41, 10182-61, 10182-60, 10182-75, and 10182-76 . 

This letter authorizes you to utilize any of the data contained or 
referenced in the above-mentioned ICI Americas' files in support of d-CON's 
registration. 

PR Notice 83-4 provides that an original data submitter who has provided 
EPA with information on an active ingredient that would be subject to 
"exclusive use ," FIFRA section 3(c) (1) (D) (i), will be notified by EPA of each 
application for registration of a product containing the active ingredient at 
least 30 days before the registration is approved. We waive our right to 
receive such notice for the subject product. 

• ••• 
This authorization does not imply any waiver or abdicatia~ . Qf. our .~lghts 

in these data, or any right to use these data by any party fo; a~y: other tise 
than specified herein. 

Sincerely, 

Diane L. Ierley 

• • 
• ••••• • • • • •• 
••••• • • • • ••••• 

Pesticide Regulatory Specialist 

DLI/sfp 

020488SFP104 

Wilmington, Delaware 19897 Phone (302) 575-3000 

•••• • • • •• • 
• 

• •• • • • •• • 
•• • • • • ••• 
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U. S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

D-CON COMPANY INC. 
225 SUMMIT AVENUE 
NONTVALE, NJ 07645 

Report of Analysis for Comp I iance with PR Notice 86-5 

Thank you for your transmittal of 04/06/88. Our staff has completed 
a preliminary analysis of the material. The results are provided as follows. 

Your submittal was found to be in full compliance with the 
standards for submission of data contained in PR Notice 86-5. A copy 
of your bibliography is enclosed, annotated with Master Record ID's 
<MRIDs> assigned to each document submitted. Please use these numbers 
in all future references to these documents. Thank you for your coop
eration. 

If you have any questions concerning this data submission, 
please raise them with the cognizant Product Manager •. to whom the data 
have been released. 
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The d-Con Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 3 2~2-IR. 

Mr. \4il 1 iam H. Mi 1 ler (PM-16) 
Insecticide - Rode nticide Branch 
Registra t ion Divi s ion (TS-767C) 

Apri 1 4, 1988 

U.S. Environmental Protection Agency 
Crystal Mall, Building 2, Room 211 
1921 Jefferson Davis Highway 
Arl ington, VA 22202 

RE: d-CONR Ready Mixed Generation I I 
EPA Reg i strat ion No. 3282 -

Dear Mr. Miller: 

The d-COt~ Company, Inc., Subsidiary of Sterling Drug Inc., 
wi s hes to make app lication for the registration of the subject 
new product, i. e ., d-CoNR Ready Mixed Generation 11. As 
ind i cated to Mr. Dan Peacock in our various telephone conversAt ions 
dur ing the week of March 21, the subject product i s identical to 
our current ly reg i stered rodenticide, d-CONR LIM-NB™ Rat Kill er, 
EPA Registration No. 3282-74, in every way except phys ical ~· 
As a matter of fact, d-CONR Ready Mi xed Generat ion I I i s made by 
crush ing the LIM-NB pellets to a crumbl ed product with a spec ific 
s ie ve ana ly s i s and bulk density. 

Per my discussions with Mr. Peacock, I am on ly inc lud ing t hose 
document s for this regi strat ion which cannot be referenced from 
our LIM-N8 (EPA Registration No. 3282-74) file or the ICI Americas Inc. 
file fo r brodifcoum (letter of author ization attached). Necessary 
documents that are spec i f i c to th i s registration such as administra
t ive mater ia l s/forms, manufacturing procedure , efficacy test ing, etc ., 
are inc luded as fo ll ows : •••• 

fB) fvl IN 1012.ITT I Vt 
µ tfrt-e.1 f\ L-

Vo lume I - Admini st rative Mater ials 

A. Application for Pesticide 
(EPA Form 8570-1; Rev. 5-8 1) 

B. Conf i dent ia l Statement of Formu l a 
(EPA Form 8570-4; Rev. 2-85) 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • ••• 
• 

• ••• • • •• • 
• 

••• • • • ••• 
•• • • • • 

I . 
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d-CONR Ready Mixed Generation I I 
(EPA Registration No. 3282 - ) 
Page 2 

ftDtv\IN \S~ATIV6 
µ wre- e1 A. L-

C. Formulator's Exemption Statement 
(40 CFR 152.85, 4/85) 

D. Certification with Respect to Citation of Data 
(April, 1985) 

1i'3250 I 

E. Five (5) copies each of the prototype lables. 

Volume I I - Product Chemistry Studies 
(Guide] ine 158.20) 

Manufacturing Procedure 

Volume I I I - Product Efficacy Evaluation 
(Guideline 158.160) 

L/o(o32'50l Evaluation of d-CONR 
Ready Mixed Generation I I for effectiveness 

Volume IV - Brodifacoum Support Data 

A)~IN 1steATIVf 
t-1A1£e1 AL 

A. ICI Americas Inc. - February 4, 1988 letter of 
authorization to reference br0 difacoum information 
in EPA files with the following registration numbers: 
10182-28, 10182-29, 10182-48, 10182-25, 10182-38, 
10182-39, 10182-40, 10182-41, 10182-61, 10182-60, 
10182-75 and 10182-76. -

Thank you for your prompt attention to the subject application 
for registration. Anything you can do to expedite the approval 
of this application would be greatly appreciated. Should you 
have any questions whatsoever, please do not hesitate to call me 
at (201) 573-5846. 

RLB:RF 
Enc lo . 

•••••• • • • 

r~y :.::·~ 
' . . •• . . ....... 

Robert L. Bruns, Dir~c~r 
d ~···· Pro uct Developmen~ 

• ••• • • ••• 
• 

• ••• • • • •• • 

••• • • • •• • 
•• • • • • •• • 
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. OMB No. 2000-0483. Approval expiras 9 ·30·81 

Of'f'ICa Of' f'IHTICID• flftOQftAM (T~H7) &EPA WA•HINGTON, D,C. &MIO l:':'1 ' 

APPLICATION FOR PESTICIDE: IA.J :.~:~::!~N A 

,. ... rMd inltructlons 
on,..,... before com· 
pleting. 

SECTION I 
I. COMflANY f'RODUCT NO. I. DATii 

3282- j:, 4-4-88 
I. NAMIE AND ADDRESS OP" Aflf'LICANT 

The d-CON Company, Inc. 
Subsidiary of Sterling Drug, Inc. 
225 Summit Avenue 
Montvale, N. J. 07645 

OcH•CK If' THIS 1s A NEW ADDRESS 

• • f'RODUCT NAM IE ( R) 
d-CON Ready Mixed Generation II 

J . f'RODUCT MANA IER 

W. Miller (PM-16) 

SECTION II 
I. SUBJECT OP" AMENDMENT 

0RESUBMISSION IN Rl!Sf'ONSIE TO AGIENCY Lll:TTER DATl!D 

0 P"INAL PRINTED LABl!L IN RESPONSE TO AGllNCY LETTER DATICD --------

OoTHER (uplaln below) 

SECTION Ill 
I. WILL THIS f'RODUCT 8E PACKAGED IN 1 

CHILD·IHSISTANT PACKAGING OvEs/ [E]No J 

UNIT f'ACKAGING I[) YllS 0 NO ._,/ 

If VES; unit pkg. wt. 3 Oz • No. per cont1iner 4 , 16 , 2 4 

WATIE1t ·•OLUaLI: f'ACKAGING Ov11:s li]No .__/ 

If YES, pkg. wt. No. per conUliMr -----

J. LOCATION OF NIET CONTENTS 

(2!I LA8EL CONTAINER 

4 . SIZE(S) Of' ltETAIL CONTAINER c__/ 
12 oz., 3 lbs ., 4 lbs . 8 oz. 

4 . f'RO :.QJ IED C A I 
(29G•N•ftAL 

ft••Tft lCTED 

2. TYPE OF CONTAINER 

0MIETAL 

OPLASTIC 

N 

0aLA9* ~ 
0PAfl.R 

~OTHi:lt (Specify} 

cardboard 

/ 
I . MANNER IN WHICH LABEL IS AFFIXED Y,RODUCT 

OL1THOG1tAflH {[]oTHIER (Specify) / 

I. LOCATION Of' Lt!- L DIRECTIONS 

![JON LABICL 

Of'Afl11:1t GLUED Printed ._,,,/ 
OoN MATICRIA~ ACCOMPANYING f'RODUCT 0STENCILICD 

SECTION IV 
1. CONTACT f'OINT (Complete ltenu directly below for Identification of lndl111dual to be contacted, 
If neceuary, to proceu thi. application). 

NAME 

Robert L. Bruns 
TIELll:PHONE NO. (Include 
Area Code) 
(201)573-5846 

> . TITLE Director, 
Product Develo ment 

I . DATIC S I GNED 

Robert L. Bruns 4-4-88 
EPA orm 8670.1 RIV, 6-81 PREVIOUS EDITION I S O RSOL.tn· 11:. 

•••••• • •• 
• • 

•••• • •••• 

I . ~~-$PPLICATION RECEIVED 

(Stemptld) •• • ••• 
••••• • • • • ••••• 

• • • •• • 
• 

• •• • • • ••• 
••• • • • •• • 
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INSTRUCTIONS 

GENERAL 
Thia form la to be u•d for 111 1ppllcetlon1 for new 1nd emended reglatr1tion1 for pesticide products. 

In on1er to proce11 1n 1ppllcetion for new raglatretlon submitted on this form, tht following materiel must 1ccompeny the 9PPll· 
cation: 

1. Offer to P•v Stetement (EPA Form 8570·22, ·23, or ·24). (If not exempr.d by 40 CFR 162.9-1 (b}. 

2. Confldentl1I St1tement of Formule (EPA Form 8570-4). 

3. Five copies of dreft labeling. 

4. Thrff copie1of1ny data submitted. 

Submjssion of Lebeling • Labeling should first be submitted In the form of drift labels with all applications for new registration. 
Such dreft labels may be In the form of typed label text on 8 112 x 11 inch paper or as a mock-up of the proposed label. If prepared 
es a mock-up it should be constructed in such a way as to facilit1te storage in an 8 112 x 11 inch file. Mock-up labels significently 
smaller than 8 1 /2 x 11 inches should be mounted on 8 112 x 11 inch paper for submission. 

Submjssjon of Data • Data submitted in support of this application must be submitted In thrff copies. In order to fec:ilitate review, 
each type of data submitted must be bound separately, and clearly identified on the front cover including the date submitted. 

A copy of the 1ppllcation form and a copy of the label should be bound in each separate volume of the data. 

ALL D'ATA FOR WHICH CLAIMS OF CONFIDENTIALITY ARE ASSERTED MUST 
BE SUBMITTED, BOUND SEPARATELY AND CLEARLY MARKED AS SUCH. 

SPECIFIC 
Please read the instructions listed below before completing this application. First determine the type of ragistretlon action, listed 
in BLOCK A, for which you are submitting this 1pplicatlon. For 1ppllcation1 submitted In connection with NEW REGISTRATION 
actions, Sections I, 111, and IV must be completed by the applicant. For applications submitted in connection with amended ragistretion 
actions, Section I, II, and IV must be completed by the applicant. 
BLOCK A · Check the appropriate action for which you are submitting this form. 

Section I · This Section must be completed for t!23b REGISTRATION end AMENDED REGISTRATION actions. 

1. Compeny/Product Number· Insert your compeny number, if one has been esslgned. This number may have been assigned to you 
es e basic registrant, a distributor, or as an establishment. Jf application is for en emendment, Insert the registration number of 
the product. 

2. Q!!! · Fiii in the appropriate dete. 

3. Product Manager· If known, fill In the neme and number of the Product Mtn!Kllr. 

4. Proposed Classification ·Specify the proposed clessification for this product. 

6. Name and Address of Applicant · The name of the firm or person and address shown in your epptication is the person or firm 
to whom registration will be issued. If you are acting in behalf of enother party, you must submit authorization from that 
party to act for them in registration matters. 

An applicant NOT residing In the United States must have an authorized agent residing 
In the United States to act for them in all registration matters. The name end complete 
mailing address of such an ~gent must accompany this application. 

6. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to 
this prOduct only. Duplicatio" ,of names 11 not permitted among products of the same company. Do not include any brand name 
or company line designations. 

AMENDMENT INFORMATION 

Section II · This Section must be completed for all applications submitted in connection with AMENDED REGISTRATION. 

1. Subject of Amendment · Check the appropriate block, and provide a brief explanation of the purpose(s) for the amendment, such 
as: " the addition a site, pest, or crop" ; "to change Inert ingredient"; "general label revisions of precautionary statements", etc. 

PACKAGING AND CONTAINER INFORMATION 
•••• 

Section Ill · Thiseeetk>n mu•*>• ce"'pleted for all applications submitted In connection with NEW REGISTRATION. 
• • • 

1. Type of Pack~glng • Chec1 t~e a~ropriate block if you product will be packaged In the Indicated packaging types. Indicate the 
size of the individual pack V ~~ '1umber per retail container. 

• • 
2. Type of Retei! ~gntainer •1!1~it:ate type of container In which product wilt be marketed. 

• • • 
3. Location of Net €on tents • hdellllte the location of the statement of net contents. • • • • • 4, Size(s) of Retail Container .eSpeeify the net contents of all retail containers for your product. 

• • • 5. Location or Us• ilirection · Indicate the location of the use directions for your product. 

6. Manner in whic~ i el is affixed to product· Indicate the method product labeling is attached to retail container . • •• 
CONTACT POINT 

Section IV · This Section must be completed for!!! REGISTRATION and AMENDED REGISTRATION applications. 

1·5. Self-explanatory. 

6. EPA Use Only. 

EPA Form 8570-1 IRev. 5-81) REVERSE 

• 
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Mr. Robert L. Burns 
The d- con Company , Inc . 
225 Sumni t Avenue 
Montvale , NJ 07645 

Dear Mr . Burns : 

• 

~ \ \ 

Subject: Report of Analysis for Compliance with PR Notice 86- 5 
d- con Ready Mixed Generation II 
EPA File Symbol 3282- IR 
Your Application Dated April 4 , 1988 

-

Thank you for your trans~ittal of April 6, 1988. Our staff has 
completed a prelininary nalysis of the at rial . The results are provided 
as follows . 

Ue ar unable to accept your data submittal for further processing 
and review , because of the significant deficiencies noted below. It 
is being returned to you for correction. If deficiencies were found 
which apply to your overall sub ission, they are described im ediately 
following this paragraph. If proble~s are found with individual 
studies , they are described below linked to the study identifier 

-

• found on the enclosed copy of your bibliography • 

The rejected documents below are identified with numbers which 
correlate to those taken from your submitted bibliography. 

( 01) 

Studies must be continuously paginated from the title page 
through the end of the study and all appendices--except for 
the Confidential Attachment or Supplem ntal State ent of 
Confidentiality Clair:is , if present--even when the study is 
large enough to span more than one physical voluMe . 

You must include one of the two acceptable statements of 
data confidentiality claims under FIFRA section 10(d) (1)(A) , 
(B) , or (C) as the second element in each study. See pages 
8 and 13 of PR Notice 86-5 . 

11036:I :Palmateer : CBI-8:KENC0 : 4/15/88:5/26/88:Am:WB : EK:Am : ek : rw 
CONCURRENC:ES 

OftlGIONATO" 
SYMBOL 

~-~ -~-~-~~ -~- .... ".1'I~~ ........ ······ ....... .... ......... . .... .. .............. ....................... ········· ........................... ....... .. ......... ................. ................... ...................... .. ... . 
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We note that you claim your product contains the toxic inert "Rhodmanin 
It is our underst nding that thi product will no long r contain this 
Plea clari y. 

Sine rely your , 

Willi H. iller 
Product M nager (16) . Insecticide-Rodenticide Branch . · 

\. Regis tr ti on Division (T -767C) 
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• The d-('.;on Company Inc. I 225 Summit Avenue I Montvale, N.J 07645 ,-~~~.~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-

Mr. \n 11 i am H. Mi 1 1 er (PM- 1 6) 
In secticide - Rodenticide Branch 
Registration Division (TS-767C) 

Apr i 1 4, 1988 

U. S. Environmental Protection Agency 
Crystal Mall, Building 2, Room 211 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

RE: d-CONR Ready Mixed Generation I I 
EPA Registration No. 3282 -

Dear Mr. Mi 11 er: 

The d-CON Company, In c ., Subsidiary of Sterling Drug Inc., 
wishes to make application for the registration of the subject 
new product, i.e., d-CONR Ready Mixed Generation 11 . As 
indicated to Mr. Dan Peacock in our various telephone conversAtions 
during the week of March 21, the subject product is identical to 
our currently registered rodenticide, d-CONR LIM-NB™ Rat Killer, 
EPA Registration No . 3282-74, in every way except physical form. 
As a matter of fact, d-CONR Read y Mixed Generation I I is made by 
crushing the LIM-NB pellets to a crumbled product with a specific 
sieve analysis and bulk density. 

Per my discussions with Mr. Peacock, I am only including tho se 
documents for this registration which cannot be referenced from 
our LIM-NB (EPA Registration No. 3282-74) file or the ICI America s Inc. 
file for brodifcoum (letter ot authorization attached). Nece ssary 
documents that are specific to this registration s uch as administra
tive ma terials/forms , manufacturin g procedure, efficacy testing, etc., 
are included as follows: 

Volume I - Administrative Materials 

A. Application for Pesticide 
(EPA Form 8570-1; Rev. 5-81) 

B. Confidential Statement o f Formula 
(EPA Form 8570-4; Rev. 2-85) 

manufacturer of pesticides. energine and other household products . 
d· 
Subsidiary of Sterling Drug Inc 314
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d-CONR Ready Mixed Generation I I 
(EPA Registration No. 3282 - ) 
Page 2 

C. Formulator's Exemption Statement 
(40 CFR 152.85, 4/85) 

D. Certification with Respect to Citation of Data 
(April, 1985) 

E. Five (5) copies each of the prototype !ables • 

lfolume 11 - Product Chemistry Studies 
(Guide] ine 158020) 

A. 61-2 Manufacturing Procedure 

Volume 111 - Product Efficacy Evaluation 
(Guide! ine 158.160) 

Ao Evaluation of d-CONR 
Ready Mixed rieneration 11 for effectiveness 

Volume IV - Brodifacoum Support Data 

A. ICI Americas Inc. - February 4, 1988 letter of 
authorization to reference brcdifacoum information 
in EPA files with the following registration nuMbers: 
10182-28, 10182-29, 10182-48, 10182-25, 10182-38, 
10182-39, 10182-40, 10182-41, 10182-61, 10132-60, 
10182-75 and 10182-76. 

Thank· you for your prompt attention to the subject application 
for registration. Anything you can do to expedite the approval 
of this application 1-Jould be greatly appreciated. Should you 
have any questions whatsoever, please do not hesitate to call me 
at (201) 573-58460 

RLB:RF 
Enc lo. 

(.S>i nee rt y , .. • 

if:~L ~ (f&cu_ _ 
Robert L. Bruns, Dir-:ct'Jr 
Product Development 
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Pages 317-322 - *Inert ingredient information may be entitled to confidential treatment*



Pages 323-331 - *Confidential Statements of Formula may be entitled to confidential treatment*




